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WEDNESDAY,  OCTOBER  16,  1991 

U.S.  Senate, 
Committee  on  Labor  and  Human  Resources, 

Washington,  DC. 

The  committee  met,  pursuant  to  notice,  at  9:30  a.m.,  in  room  SD- 
430,  Dirksen  Senate  Office  Building,  Senator  Edward  M.  Kennedy 
(chairman  of  the  committee)  presiding. 

Present:  Senators  Kennedy,  Peli,  Metzenbaum,  Wellstone,  Hatch, 
Coats,  and  Durenberger. 

Opening  Statement  of  Senator  Kennedy 

The  Chairman.  We  will  come  to  order.  Americans  are  increas- 
ingly concerned  about  the  cost  of  health  care,  and  one  of  the  princi- 
pal flash  points  for  that  concern  is  the  high  cost  of  prescription 
drugs.  American  families  should  not  have  to  go  to  the  bank  before 
they  go  to  the  local  pharmacy.  Yet,  that  is  what  is  happening  to 
more  and  more  families  across  America  today  that  need  prescrip- 
tion drugs. 

Last  year,  under  the  leadership  of  Senator  David  Pryor  and  Con- 
gressmen Wyden  and  Cooper,  Congress  began  to  take  notice  and  to 
take  appropriate  action.  As  a  first  step,  we  enacted  legislation  to 
protect  State  Medicaid  programs  and  to  improve  the  access  of  our 
most  vulnerable  citizens  to  basic  health  care. 

However,  last  year's  legislation  did  not  extend  Medicaid  discount 
drug  prices  to  Public  Health  Service  Act  clinics.  These  clinics  in- 
clude community  and  migrant  health  centers,  black  lung  clinics, 
drug  treatment  clinics,  community  mental  health  clinics,  and 
family  planning  clinics  that  also  serve  the  needy. 

Public  Health  Service  Act  clinics  have  the  worst  of  both  worlds. 
They  are  not  able  to  receive  the  same  discount  prices  as  Medicaid 
programs,  and  they  are  being  forced  to  accept  much  larger  than 
normal  price  increases  for  prescription  drugs  as  manufacturers 
shift  costs  to  offset  the  Medicaid  discounts. 

Working  with  Senator  Pryor  and  Congressmen  Wyden  and 
Cooper  and  others,  I  have  introduced  a  bill,  S.  1729,  to  assure 
Public  Health  Service  Act  clinics  are  guaranteed  access  to  discount 
drug  prices. 

In  hearings  last  year,  this  committee  documented  that  the  infla- 
tion rate  for  prescription  drugs  is  more  than  2V2  times  the  general 
rate  of  inflation  during  the  1980's.  A  recent  staff  report  by  Senator 
Pryor's  Special  Committee  on  Aging  indicates  that,  far  from  being 
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an  aberration,  these  startling  price  increases  are  actually  accelerat- 
ing, reaching  their  highest  rate  of  increase  in  a  decade. 

Last  year,  this  committee  also  compiled  data  showing  that  these 
unprecedented  price  increases  coincided  with  a  period  of  unprece- 
dented profits  for  the  drug  companies.  Senator  Pryor's  report 
shows  that  the  pharmaceutical  industry  continues  to  out-distance 
all  other  industries  in  profitability. 

While  the  crisis  in  Public  Health  Service  Act  clinics  is  especially 
acute,  the  excessive  increases  in  drug  prices  affect  all  Americans, 
especially  the  elderly,  because  they  often  pay  the  costs  directly 
rather  than  through  insurance.  The  public  is  becoming  increasing- 
ly frightened  by  relentless  increases  in  the  cost  of  drugs  and  is 
looking  to  Congress  to  respond. 

I  have  received  reports  from  numerous  public  health  officials 
about  the  impact  of  drug  price  increases  on  their  programs.  The  di- 
rector of  reproductive  health  for  the  Mississippi  Department  of 
Public  Health  estimates  that  the  price  hikes  for  a  single  drug  will 
cost  her  program  an  additional  $250,000  this  year.  A  community 
health  center  in  east  Kentucky  which  sponsors  a  black  lung  clinic 
reports  increases  in  the  price  of  drugs  to  treat  chronic  obstructive 
pulmonary  diseases  ranging  from  26  to  47  percent  over  the  past  3 
years. 

[The  information  referred  to  appears  at  the  end  of  the  hearing 
record.] 

The  Chairman.  Our  public  health  system  has  only  limited  ability 
to  absorb  these  price  increases.  Their  programs  must  compete  for 
limited  Federal  dollars.  As  we  will  hear  from  our  witnesses  today, 
the  stark  reality  is  that  the  clinics  are  forced  to  pay  more  for 
drugs,  and  they  have  no  choice  but  to  cut  back  on  the  services  they 
provide. 

The  Congressional  Budget  Office  estimates  that  the  proposed 
rebate  program  in  the  legislation  that  I  have  introduced  will  save 
the  clinics  $30  million  a  year.  A  survey  of  selected  drug  companies 
by  this  committee  last  year  found  that  the  companies  have  spent 
over  five  times  that  much  every  year  on  expensive  gifts  and  lavish 
vacations  for  doctors  and  their  spouses.  Overall,  the  pharmaceuti- 
cal industry  spent  somewhere  between  $8  and  $10  billion  last  year 
on  marketing  and  promoting  their  products. 

I  look  forward  to  this  hearing  and  to  working  with  my  col- 
leagues, the  administration,  and  the  drug  industry  to  achieve  effec- 
tive action  on  this  increasingly  serious  issue.  All  of  us  are  pleased 
to  announce  that  one  drug  manufacturer,  Pfizer,  has  already  come 
forward  to  support  the  legislation  to  extend  Medicaid  discount 
prices  to  the  public  health  clinics. 

I  just  want  to  commend  the  industry  for  taking  that  step.  I  think 
it  is  an  extraordinary  indication  of  the  willingness  to  try  and  come 
to  grips  with  some  of  these  issues,  and  they  deserve  great  credit. 

The  pharmaceutical  industry  has  brought  the  blessings  of  better 
health  to  millions  of  Americans.  They  deserve  credit  for  the  medi- 
cal miracles  they  continually  perform,  and  they  also  deserve  a  rea- 
sonable return  on  their  investments  that  are  the  source  of  all  the 
miracles  they  work.  But  there  is  a  line  between  profits  and  profit- 
eering. No  industry  should  have  the  carte  blanche  to  raise  prices 
without  regard  to  the  consequences  for  the  public.  When  pricing 
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policies  for  prescription  drugs  threaten  access  of  vast  numbers  of 
Americans  to  needed  medications  and  life-saving  therapies,  then 
Congress  must  and  will  step  in. 

I  will  include  in  the  record  the  letter  from  Mr.  Bowler  from 
Pfizer  indicating  their  support  for  the  concept. 

[The  letter  referred  to  follows:] 

Pfizer  Inc,  1455  Pennsylvania  Ave.,  NW, 

Washington,  DC,  October  15,  1991. 

The  Hon.  Edward  M.  Kennedy, 

Chairman,  Senate  Committee  on  Labor  and  Human  Resources, 
Washington,  DC 

Dear  Mr.  Chairman:  Pfizer  Inc  supports  legislation  providing  certain  clinics  assist- 
ed under  the  Public  Health  Service  Act  with  prescription  drug  rebates  similar  to 
those  provided  to  state  Medicaid  programs.  Such  legislation  should  provide  these  re- 
bates without  affecting  the  current  Medicaid  rebate  program,  and  without  provi- 
sions resulting  in  further  government  intrusion  in  the  existing  market  system. 

We  share  the  goal  of  ensuring  low-income  Americans  access  to  high-quality  medi- 
cal care.  We  are  pleased  that  the  bill  you  recently  introduced,  S.  1729 — the  Public 
Health  Clinic  Prudent  Pharmaceutical  Purchasing  Act,  addresses  a  number  of  the 
major  concerns  we  had  with  previous  drafts  of  the  legislation.  We  have  identified 
some  remaining,  primarily  technical,  problems  with  this  bill,  and  suggested  modifi- 
cations. Most  important,  Pfizer  cannot  support  the  price  indexation  and  roll-back 
provisions  contained  in  S.  1729.  The  provision  requiring  the  Secretary  of  HHS  to 
attempt  to  negotiate  new  contracts,  in  our  view,  would  involve  the  government  in 
price  setting  actions  that  we  think  are  unwarranted  and  unpredictable  in  their  ef- 
fects. We  cannot  support  legislation  that  incorporates  this  approach. 

Pfizer  Inc  will  spend  $750  million  this  year  in  the  research  and  development  of 
innovative  pharmaceuticals  for  the  treatment  of  a  broad  spectrum  of  debilitating 
and  deadly  diseases;  and,  we  continue  to  support  appropriate  efforts  to  enhance 
access  to  pharmaceutical  products.  Such  legislative  efforts  should  not  reduce  exist- 
ing incentives  and  resources  that  make  possible  the  research  and  advancements  in 
health  care  Americans  want  and  expect.  Also,  they  should  not  include  provisions 
increasing  government  intervention  in  the  market,  which  will  inevitably  result  in 
unintended  and  unwanted  economic  effects. 

We  look  forward  to  working  with  the  committee  on  S.  1729.  We  expect  that 
changes  will  be  made  consistent  with  the  points  we  have  raised,  and  that  Pfizer  will 
be  able  to  support  this  important  legislation. 
Sincerely, 

M.  Kenneth  Bowler 


The  Chairman.  Senator  Metzenbaum. 

Senator  Metzenbaum.  We  have  some  of  our  colleagues  here  wait- 
ing to  speak,  Senator,  and  I  will  include  a  statement  in  the  record. 
[The  prepared  statement  of  Senator  Metzenbaum  follows:] 

Prepared  Statement  of  Senator  Metzenbaum 

Mr.  Chairman,  I  would  like  to  commend  you  and  Senator  Pryor 
for  taking  on  the  issue  of  skyrocketing  drug  prices.  I  want  to 
assure  you  of  my  wholehearted  support  and  my  commitment  to 
help  you  in  any  way  that  I  can. 

I  have  long  believed  that  we  need  stronger  regulation  of  the 
pharmaceutical  industry.  Over  the  past  decade,  prescription  drug 
prices  have  been  rising  almost  three  times  as  fast  as  the  rate  of  in- 
flation. At  the  same  time,  the  pharmaceutical  industry  has  made 
exorbitant  levels  of  profits  and  spent  billions  of  dollars  to  market 
their  products.  These  spiralling  cost  increases  must  be  brought 
under  control.  The  American  people  cannot  afford  to  pay  any  more. 
Individuals  need  access  to  lifesaving  drugs  at  reasonable  and  af- 
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fordable  prices.  Individuals  cannot  control  their  demand  for  these 
products.  Pure  competition  does  not  work  in  the  drug  market.  We 
must  set  standards  to  ensure  the  reasonable  pricing  of  drugs. 

Last  year,  Senator  Pryor  tried  to  take  a  first  step  in  this  area. 
Through  his  efforts,  Congress  passed  legislation  requiring  the  phar- 
maceutical industry  to  extend  the  discount  prices  that  it  had  been 
offering  to  the  Veterans  Administration  to  low-income  individuals 
covered  under  the  Medicaid  program.  Senator  Pryor's  legislation 
made  absolute  sense.  If  the  pharmaceutical  industry  could  offer  dis- 
count prices  to  veterans,  then  they  could  do  the  same  for  low- 
income  individuals. 

But,  how  did  many  pharmaceutical  companies  respond  to  this 
legislation?  They  eliminated  their  discounts  for  everyone,  including 
the  Veterans  Administration.  Not  only  that,  but  they  raised  drug 
prices  for  other  purchasers,  including  hospitals  and  public  health 
service  clinics.  This  gouging  of  the  most  vulnerable  in  our  society 
must  stop. 

We  need  to  attack  the  problem  of  uncontrolled  drug  price  in- 
creases on  many  fronts.  Last  March,  I  chaired  a  Senate  antitrust 
subcommittee  hearing  on  the  Sandoz  Pharmaceutical  Company's 
attempt  to  tie  the  sale  of  its  schizophrenia  drug  clorazil  to  particu- 
lar blood  monitoring  and  testing  services.  Sandoz's  exclusive  mar- 
keting of  this  vital  drug  drove  up  the  price  of  treatment  so  much 
that  it  put  it  out  of  reach  for  more  than  95  percent  of  the  people 
who  needed  it.  Fortunately,  in  this  case,  the  Federal  Trade  Com- 
mission launched  an  investigation  of  Sandoz's  marketing  practices. 
This  resulted  in  a  consent  decree  prohibiting  Sandoz  from  engaging 
in  this  expensive  market  practice  that  resulted  in  patients  being 
denied  access  to  an  important  new  treatment  for  schizophrenia. 

Congress  must  be  vigilant  to  assure  that  the  pricing  policies  of 
the  pharmaceutical  industry  do  not  put  prescription  drugs  beyond 
the  reach  of  the  American  people.  Congress  must  enact  legislation 
to  assure  access  to  prescription  drugs  at  reasonable  prices.  I  com- 
mend my  colleagues  for  their  efforts  in  this  area  and  look  forward 
to  working  with  them  on  drug  pricing  legislation. 

The  Chairman.  OK.  We  do  have  a  statement  from  Senator 
Adams  which  we  will  include  in  the  record  at  this  point. 

[The  prepared  statement  of  Senator  Adams  follows:] 

Prepared  Statement  of  Senator  Adams 

Mr.  Chairman,  you  are  to  be  complimented  for  convening  today's 
hearing  on  the  extraordinary,  indeed  outrageous,  increases  in  pre- 
scription drug  prices.  These  price  rises  are  having  a  devastating 
effect  on  our  communities'  public  health  clinics  and  treatment  cen- 
ters. 

Your  legislation — the  ' 'Public  Health  Clinic  Prudent  Pharmaceu- 
tical Purchasing  Act" — is  a  timely  and  much-needed  response  to 
the  skyrocketing  costs  of  essential  medications  for  our  poor  and 
vulnerable  citizens.  I  am  proud  to  be  a  cosponsor  of  S.  1729. 

It  is  an  honor  to  have  as  our  lead  witness  our  esteemed  friend 
and  colleague,  Senator  Pryor.  His  legislation  benefits  both  taxpay- 
ers and  the  public  health  by  ensuring  fair  pricing  for  prescription 
drugs  in  the  Medicaid  program  that  was  enacted  as  part  of  OBRA 
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'90.  Senator  Pryor,  since  assuming  the  chairmanship  of  the  Special 
Committee  on  Aging,  has  correctly  identified  the  practices  of  the 
drug  manufacturers  as  the  primary  reason  for  the  ever-increasing 
costs  of  prescription  drugs  in  our  country. 

That  legislation  sought  a  fair  deal  for  Medicaid.  Simply  put,  the 
OBRA  90  provision  says  give  Medicaid,  the  single  largest  purchaser 
of  drugs  in  this  Nation,  the  same  price  break  that  other  large 
volume  purchasers  get.  The  manufacturers  declared  war  on  this 
notion.  Despite  their  immense  clout,  however,  we  enacted  this  im- 
portant legislation.  Believing  they  lost  a  battle  but  not  the  war,  the 
manufacturers  have  responded  by  dramatically  upping  their  "best 
prices"  available  to  other  volume  purchasers. 

The  impact  of  these  increases  on  the  public  health  and  pocket- 
book  is  readily  apparent.  Look  at  what  has  happened  with  the  drug 
prolixin,  for  the  treatment  of  severe  psychoses,  over  the  past  year. 
From  a  range  of  less  than  $3  to  $10  a  vial  for  discount  purchasers 
the  price  has  skyrocketed  to  a  uniform  price  of  $75.62  a  vial.  That 
is  an  outrage.  How  can  mental  health  clinics  maintain— much  less 
expand — the  number  of  people  they  serve  in  the  face  of  this  kind  of 
increase? 

These  increases  are  also  having  a  devastating  impact  upon  other 
Public  Health  Services  Act  clinics  such  as  Community  and  Migrant 
Health  Centers,  McKinney  Act  Homeless  grantees,  ADAMHA- 
funded  drug  treatment  and  mental  health  clinics,  Ryan  White 
AIDS  grantees,  Family  planning  clinics,  and  sexually  transmitted 
disease  clinics.  How  can  we  get  heroin  addicts  off  drugs  when  the 
cost  of  methadone  has  doubled  over  the  past  year? 

Today's  hearing  and  our  outstanding  witnesses  will  clearly  estab- 
lish the  need  for  swift  passage  of  S.  1729.  I  also  hope  that  we  will 
take  up  the  impact  of  these  price  hikes  on  other  large  purchasers 
such  as  hospitals  and  HMO's  in  the  near  future. 

Senator  Pryor,  it's  great  to  have  you  back  with  us  and  ready  to 
continue  your  quest  for  basic  fairness  in  drug  pricing.  I'm  also 
pleased  that  Congressman  Wyden,  my  colleague  from  the  North- 
west, is  here  to  discuss  his  legislation  on  this  serious  matter. 

The  Chairman.  We  are  delighted  to  have  our  colleagues.  Senator 
Pryor — Dave,  we  are  glad  to  have  you  back  strong,  well  and  fight- 
ing for  good  causes  here  this  morning,  and  all  of  us  want  to  ac- 
knowledge your  leadership  as  the  chairman  of  the  Aging  Commit- 
tee and  what  you  have  been  trying  to  do  for  our  senior  citizens.  We 
have  enjoyed  the  opportunity  to  work  with  you,  and  respect  your 
strong  leadership  in  this  area,  as  well  as  in  many  others,  and  we 
look  forward  to  your  comments  and  statements. 

Congressman  Wyden,  we  are  glad  to  see  you  again  working  on 
another  issue  of  importance  and  consequence  for  us.  And,  Congress- 
man Cooper,  we  are  delighted  to  have  you  as  well  here  this  morn- 
ing. We  thank  you  very  much  for  joining  with  us.  We  know  that 
both  Congressmen  Wyden  and  Cooper  are  principal  sponsors  for 
the  Public  Health  Clinic  Prudent  Purchasing  Act,  so  we  know  you 
bring  a  wealth  of  experience  here. 

Senator  Pryor. 
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STATEMENTS  OF  HON.  DAVID  PRYOR,  A  U.S.  SENATOR  FROM  THE 
STATE  OF  ARKANSAS;  HON.  RON  WYDEN,  A  REPRESENTATIVE 
IN  CONGRESS  FROM  THE  STATE  OF  OREGON;  AND  HON.  JIM 
COOPER,  A  REPRESENTATIVE  IN  CONGRESS  FROM  THE  STATE 
OF  TENNESSEE 

Senator  Pryor.  Mr.  Chairman,  I  thank  you  and  Senator  Metz- 
enbaum,  and  I  know  other  committee  members  may  be  along  short- 
ly. I  think,  Mr.  Chairman,  that  I  will  just  basically  ask  permission 
this  morning  to  put  my  full  statement  in  the  record. 

I  would  also,  if  I  might,  Mr.  Chairman,  like  to  just  give  a  general 
summary  qf  where  we  are  in  the  pharmaceutical  manufacturing  in- 
dustry today  as  it  relates  to  the  general  economy. 

If  I  might,  Mr.  Chairman — and  I  think  we  have  some  of  these 
charts — I  am  not  certain — that  are  larger,  and  I  have  some  I  would 
be  glad  to  share  with  the  members  of  the  committee.  If  I  might,  for 
a  few  moments  I  would  like  to  just  hit  a  few  of  the  numbers.  I  will 
try  not  to  make  this  boring,  but  I  think  they  are  to  me,  and  I  think 
to  a  large  mass  of  the  American  public  who  can  no  longer  afford  to 
pay  for  prescription  drugs — I  think  they  are  going  to  see  this  fig- 
ures as  rather  awesome. 

The  general  rate  of  inflation,  Mr.  Chairman,  during  the  last  10 
years  has  been  58  percent.  The  rate  of  inflation  for  drug  price  in- 
creases has  not  been  58  percent,  Mr.  Chairman  and  members,  but 
152  percent.  The  prescription  drug  inflation  in  1991 — and  this  is 
after — I  might  say  after — the  Congress  sent  a  very  clear  message 
that  we  are  going  to  do  something  prescription  drug  prices. 

What  has  happened  since  that  time  that  the  Congress  acted  in 
OBRA  last  October,  only  1  year  ago?  Did  the  pharmaceutical  man- 
ufacturers get  a  message  that  they  were  going  to  basically  do  some- 
thing about  the  price  of  their  drugs  that  they  charge  the  general 
public?  The  answer  is  no.  We  have  seen  a  general  price  inflation  of 
3.3  percent  in  1  year.  We  have  seen  in  the  drug  industry  an  11.2- 
percent  increase  in  the  price  of  prescription  drugs  that  they  are 
manufacturing  today  to  sell  the  public. 

Mr.  Chairman,  here  is  another  alarming  figure.  In  1980,  a  bottle 
of  pills  or  prescription  drugs — this  is  an  average — that  sold  for  $20 
in  1980,  only  11  years  ago,  by  the  year  2000  will  sell  for  $120.88.  In 
1980,  that  $20  bottle  of  pills  that  we  went  to  the  drug  store  to  pur- 
chase, in  1991  is  at  this  point  $33.  We  have  seen  an  enormous  in- 
crease in  those  prices,  and  the  speculation  is  that  they  are  going  to 
continue  upward. 

In  the  July  29th  issue  of  Fortune  Magazine,  Mr.  Chairman,  I 
think  that  all  we  need  to  look  at  is  the  cover  of  this  particular 
magazine.  It  says,  "America's  Most  Profitable  Business,  Pharma- 
ceuticals," and  it  is  under  attack  for  making  too  much. 

Well,  Mr.  Chairman,  the  drug  company  profits,  I  think,  speak  for 
themselves.  For  example,  if  we  look  across  the  board  at  the  For- 
tune 500  companies,  just  think  about  this  a  moment — 4.6  percent 
profits  for  the  Fortune  500  companies  in  the  year  1990.  What  about 
the  manufacturers  of  drugs,  the  drug  manufacturers,  Mr.  Chair- 
man? Not  4.6  percent,  but  15.5  percent  profits  that  we  have  seen  in 
the  last  year.  No  wonder  the  most  profitable  business  to  be  in 
today  is  to  be  into  a  business  that  sells  those  necessary  items,  pre- 
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scription  drugs,  to  the  most  vulnerable  element  of  our  economy 
and  our  society.  They  are  taking  advantage  of  the  system;  they  are 
taking  advantage  of  us. 

Mr.  Chairman,  I  know  our  colleagues,  our  friends;  I  know  all  of 
them,  or  many  of  them,  in  the  manufacturing  business,  and  I  visit 
with  them.  And  they  are  going  to  come  forward  and  they  are  going 
to  say,  oh,  what  a  wonderful  deal  the  American  public  is  getting  on 
drugs;  we  are  curing  all  these  ills  and  all  these  ailments;  we  are 
trying  to  find  a  cure  for  cancer;  we  are  going  to  need  all  these  dol- 
lars to  research  and  develop;  we  are  going  to  look  for  a  cure  for 
Alzheimer's  and  cancer,  and  what  have  you. 

Well,  Mr.  Chairman,  the  facts  are  these:  Next  year,  the  drug 
manufacturers  are  going  to  spend  $1  billion  more  in  marketing 
drugs  than  they  are  going  to  be  spending  for  research  and  develop- 
ment of  drugs. 

The  second  item  to  remember  is  those  companies  today  that  are 
taking  the  greatest  advantage  of  the  tax  code — and  we  give  them  a 
tremendous  tax  break— research  and  development,  the  936  tax  code 
area  in  Puerto  Rico.  The  companies  that  today  are  taking  the 
greatest  advantage  of  the  tax  code  are  the  same  companies  that  are 
producing  the  fewest  breakthrough  drugs.  They  are  abusing  this 
system. 

Mr.  Chairman,  let  me  also  say  that  the  American  consumer  is 
taking  it  on  the  chin  and  in  the  pocketbook.  What  country  of  all 
other  countries  in  the  world  today  is  paying  the  highest  price  for 
prescription  drugs?  You  guessed  it— the  United  States  of  America. 
Old  John  Q.  Public  in  America  is  subsidizing  the  manufacturers  of 
prescription  drugs  so  that  they  can  go  to  the  United  Kingdom  and 
Belgium  and  Germany  and  Holland  and  France  and  Spain — you 
name  it,  anywhere  in  the  world.  We  are  subsidizing  those  compa- 
nies to  the  extent  that  we  are  paying  an  extra  price  so  that  our 
own  manufacturers  can  go  overseas  and  sell  the  drugs  to  those 
people  overseas  cheaply. 

1921,  Mr.  Chairman — it  has  been  a  policy  since  that  year  for  us 
as  sort  of  good  Samaritans  and  good  people — we  wanted  to  help 
Puerto  Rico;  we  wanted  to  help  the  Philippines  and  the  Virgin  Is- 
lands. So  in  1921,  we  established  a  policy  and  it  has  become  known 
as  the  936  Section  of  the  Internal  Revenue  Service  Code,  and  that 
936  provision  simply  says  that  if  you  will  go  overseas,  our  manufac- 
turers here,  and  establish  jobs  and  create  work,  you  will  get  a  tax 
advantage  and  you  won't  have  to  pay  the  income  taxes  from  the 
profits  derived  therefrom — 936. 

Most  American  companies  don't  take  advantage  of  this.  The 
American  drug  manufacturers,  however,  do.  Mr.  Chairman,  the 
most  recent  figures,  1987—1  am  going  to  have  1988  figures  some 
time  next  week,  but  the  1987  figures — listen  to  this:  936— if  you  are 
a  drug  industry  and  you  want  to  go  to  Puerto  Rico  and  set  up  a 
plant  and  hire  people  to  manufacture  your  drugs,  they  are  going  to 
pay  each  of  those  employees,  or  some  of  those  employees,  some  of 
the  higher-ups,  $26,000.  That  is  a  lot  of  monev  in  Puerto  Rico. 

They  are  also  going  to  take  a  tax  credit— of  $26,471?  No.  Each  of 
those  employees  they  hire,  they  are  going  to  get  a  tax  credit — 
listen  to  this — of  $70,788  per  person  that  they  hire.  Mr.  Chairman, 
this  is  madness  and  we  have  got  to  do  something  about  it.  Your  leg- 
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islation  is  a  start.  What  your  legislation  is  going  to  address  is  an 
abuse  by  the  pharmaceutical  manufacturers.  They  are  trying  to  cir- 
cumvent a  system  that  last  year  in  OBRA  we  passed,  along  with 
the  help  of  my  good  colleagues,  Congressman  Wyden  and  Congress- 
man Cooper,  and  many  of  you  on  this  committee. 

It  is  not  going  to  be  easy.  We  are  fighting  a  very,  very  powerful 
force.  We  are  up  against  a  group  of  individuals  who  make  more 
money,  more  profits  than  any  other  segment  of  our  economy,  and 
there  it  is.  And  they  are  in  it  to  say,  well,  you  have  got  to  give  us 
some  more  help  so  we  can  find  the  cure  for  cancer.  Mr.  Chairman, 
that  is  an  insult  to  our  intelligence. 

I  have  legislation — and  I  would  like  to  say  to  you,  Mr.  Chairman, 
I  would  like  as  of  today  to  be  made  a  cosponsor  of  your  legislation 
dealing  with  the  Public  Health  Service.  I  think  it  is  a  good  start;  I 
think  it  is  only  a  small  part  of  the  picture.  Last  year's,  the  Medic- 
aid program,  is  only  a  small  part  of  the  picture. 

However,  we  are  going  to  phase  two  now.  We  are  going  after  the 
general  consumer  out  in  the  general  market,  and  what  we  say  in 
my  legislation  that  I  ask  the  support  of  this  committee  on  ultimate- 
ly— and  we  will  hopefully  come  before  you  again — is  to  say  we 
would  like  to  say  to  the  drug  manufacturers,  if  you  take  advantage 
of  the  936  program  in  Puerto  Rico,  if  you  continue  to  deduct 
$70,000  for  every  employee  that  you  hire  in  Puerto  Rico  to  manu- 
facture drugs  that  have  been  approved  by  our  FDA  where  you  have 
been  given  a  17-year  patent  protection,  we  would  say  that  if  you 
raise  those  prices  for  those  drugs  over  the  general  inflation  rate, 
you  lose  that  much  in  the  936  tax  credit.  It  is  simple;  it  is  the 
carrot  and  the  stick,  and  it  makes  good  sense. 

The  other  phase  of  our  legislation  would  be  to  create  a  price 
review  commission  to  look  at  the  price  of  drugs  and  to  study  the 
price  of  drugs  to  see  if  there  is  anything  we  could  do. 

Now,  the  pharmaceutical  manufacturers  are  going  to  be  against 
this.  They  are  going  to  say,  oh,  this  is  price-setting,  this  is  price- 
fixing.  Well,  they  are  bringing  it  on  themselves,  and  sometimes  the 
Congress  must  intervene.  I  don't  like  price-fixing,  but  the  Congress 
must  and  will  intervene  if  the  pharmaceutical  manufacturers  who 
are  going  to  come  behind  us  don't  do  something  to  be  a  part  of  con- 
taining the  cost  of  health  care,  which  today  is  increasing  more 
than  any  other  segment  of  our  economy. 

Well,  Mr.  Chairman,  I  have  gone  too  long.  I  am  going  to  be  quiet 
now,  but  I  would  like  to  put  all  of  my  statement  in  the  record,  if  I 
might,  and  yield  to  my  colleagues  or  any  questions  that  you  have.  I 
feel  very  strongly  about  this  and  I  hope  we  can  work  together. 

I  would  like  to  say  this.  I  hope  this  is  also  not  some  Democratic 
program  or  Republican  program.  I  hope  that  this  can  be  a  program 
that  we  can  approach  in  a  bipartisan  way,  and  I  look  forward  to 
working  with  you  and  all  the  members  of  this  committee  and  all 
the  members  of  the  Senate,  and  certainly  our  colleagues  in  the 
House. 

Thank  you. 

[The  prepared  statement  of  Senator  Pryor  follows:] 
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Prepared  Statement  of  Senator  Pryor 

Good  morning.  Mr.  Chairman  and  members  of  the  committee,  it  is  a  pleasure  to 
appear  before  you  this  morning  to  testify  about  prescription  drug  pricing  practices 
and  the  Public  Health  Service  Prudent  Pharmaceutical  Purchasing  Act.  This  legis- 
lation, sponsored  by  Senator  Kennedy  and  Congressmen  Wyden  and  Cooper,  has  a 
commendable  and  desirable  goal:  to  assure  that  Public  Health  Services  (PHS)  Act 
clinics  serving  our  nation's  poor  have  access  to  more  reasonable  prescription  drug 
prices. 

Last  year,  we  were  successful  in  enacting  somewhat  similar  legislation  aimed  at 
assuring  that  our  $5  billion  state-run  Medicaid  programs,  serving  the  poorest  and 
most  vulnerable  of  our  nation's  poor,  had  access  to  prescription  drug  discounts.  It 
was  inconceivable  to  me  then,  as  it  is  now,  that  the  largest  single  purchaser  of 
drugs  buying  medication  for  the  poorest  of  our  poor  was  paying  the  highest  prices 
for  drugs  in  the  marketplace. 

Over  the  adamant  objections  of  the  drug  industry,  we  enacted  a  program  that  is 
providing  relief  for  the  state  Medicaid  programs  from  soaring  and  unrelenting  pre- 
scription drug  price  inflation.  The  Medicaid  discounts  would  have  amounted  to  noth- 
ing more  than  a  ripple  in  the  industry's  ocean  of  profits.  Unfortunately,  it  is  now 
becoming  clear  that  the  industry  has,  once  again,  chosen  profits  over  compassion. 
Rather  than  reducing  their  multi-billion  dollar  profits  or  marketing  budgets,  many 
manufacturers  have  apparently  chosen  to  raise  prices  to  other  purchasers — includ- 
ing PHS  clinics,  VA  hospitals,  hospitals  and  HMO's.  These  greedy  pricing  practices 
have  been  recently  confirmed  by  the  administration's  own  HHS  Inspector  General 
and  the  GAO.  It  is  my  strong  belief  that  we  cannot  allow  this  type  of  behavior  to 
stand. 

Before  commenting  on  the  Chairman's  specific  proposal  and  my  thoughts  about 
how  we  should  address  the  prescription  drug  cost  problem,  I  think  it  is  very  impor- 
tant that  I  explain  to  you  why  I  believe  the  time  for  action  is  now.  I  have  just  re- 
cently released  a  Special  Committee  on  Aging  staff  report  that  places  a  bright  spot- 
light on  the  drug  manufacturers'  shady  pricing  practices.  This  report,  appropriately 
titled,  "The  Drug  Manufacturing  Industry:  Prescription  for  Profits,"  contains  many 
shocking  findings  including: 

— Between  1980  and  1990,  while  the  general  inflation  rate  was  58  percent,  pre- 
scription drug  price  inflation  was  three  times  this — 152  percent.  During  the 
first  60  months  of  this  year,  the  overall  general  inflation  rate  was  3.3  percent, 
while  the  prescription  drug  inflation  rate  was  an  astounding  11.2  percent. 

— If  current  trends  continue,  a  $20  prescription  drug  purchased  in  1980  will  in- 
crease by  600  percent  to  $120.88  by  the  turn  of  the  century,  whereas  it  would 
cost  only  $49.72  in  the  year  2000  if  it  increased  at  the  general  inflation  rate. 

— At  a  time  when  Americans  are  scrimping  and  saving  to  afford  their  medica- 
tions, the  drug  industry's  annual  average  15.5  percent  profit  margin  more  than 
triples  the  4.6  percent  profit  margin  of  the  average  Fortune  500  company. 

— Americans  are  paying  some  of  the  highest  prices  in  the  world  for  drugs.  In  fact, 
a  1991  report  of  the  HHS  Office  of  the  Inspector  General  found  that  the  average 
American  pays  62  percent  more  for  prescription  drugs  than  the  average  Canadi- 
an citizen  and  54  percent  more  than  the  average  European  citizen. 

— Americans  are  bestowing  upon  the  industry  an  annual  $2  billion  non-research 
and  development  oriented  tax  credit.  This  so-called  "936"  tax  credit  is  designed 
to  increase  employment  in  U.S.  Possessions — like  Puerto  Rico.  Amazingly,  the 
936  tax  credit  returns  to  the  drug  industry  $70,788  for  every  employee  (who  av- 
erage $26,475)  the  manufacturers  hire.  As  a  result,  our  taxpayers  are  actually 
reducing  the  effective  tax  rate  of  the  drug  industry  by  9  percent. 

These  are  but  a  few  of  the  report's  36  findings  that  serve  as  an 
indictment  against  the  pricing  practices  of  our  nation's  prescription 
drug  industry.  I  would  ask  that  a  full  set  of  the  charts  contained  in 
the  report  be  placed  at  an  appropriate  place  in  the  hearing  record. 

Mr.  Chairman,  the  information  I  have  outlined,  however,  pales 
in  comparison  to  the  human  anguish  expressed  in  the  calls  and  let- 
ters we  all  receive  from  our  constituents.  They,  like  me,  have  come 
to  the  conclusion  that  public  appeals  for  relief  have  not  and  will 
not  produce  compassionate  pricing  practices  from  the  drug  indus- 
try. 
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Americans  of  all  ages,  consumer  representatives,  businesses, 
labor,  insurers  and  many  others,  are  fed  up  with  these  and  other 
health  care  costs,  and  are  urging  us  to  take  action.  In  my  opinion, 
if  we  do  not  respond  to  their  appeal,  we  will  become  as  culpable  as 
the  drug  manufacturers  who  are  raising  prices. 

Mr.  Chairman,  you  have  chosen  to  address  one  part  of  the  pre- 
scription drug  pricing  problem — the  profiteering  and  cost-shifting 
of  the  manufacturers  on  the  backs  of  the  Public  Health  Services 
Act  clinics.  Because  PHS  falls  under  your  jurisdiction  and,  of 
course,  because  these  clinics  serve  a  particularly  vulnerable  seg- 
ment of  our  society,  it  makes  sense  for  you  and  this  Committee  to 
advocate  legislative  relief  in  this  area  and  I  commend  you,  and 
Congressmen  Wyden  and  Cooper,  on  your  bills. 

As  I  understand  it,  your  legislation  has  been  designed  to  protect 
PHS  clinics  from  drug  industry  cost  shifting  by  extending  to  these 
clinics  the  same  discounts  Medicaid  is  now  receiving.  Just  as  it  was 
unfair  for  the  Medicaid  program  to  be  paying  the  highest  prices  in 
the  market  for  drugs,  I  believe  it  is  unfair  for  PHS  clinics,  such  as 
community  health  centers,  drug  treatment  centers,  and  black  lung 
clinics  to  spread  their  scarce  health  care  dollars  on  overly-inflated 
drug  prices.  I  absolutely  support  the  goal  of  the  legislation  and  ask 
today  that  my  name  be  added  as  an  original  cosponsor  of  the  bill. 

Having  said  this,  however,  it  is  now  clearer  than  ever  to  me  that 
we  must  address  the  prescription  drug  cost  problem  on  a  much 
more  comprehensive  basis.  If  we  do  not,  I  fear  we  will  run  into  the 
same  old  problem  we  talked  about  in  our  Pepper  Commission 
days — squeezing  one  part  of  the  balloon  only  to  find  it  pop  out 
somewhere  else.  Moreover,  we  will  see  more  of  what  we  are  seeing 
now — the  drug  industry  attempting  to  pit  one  group  who  pays 
slightly  less  ridiculous  prices  for  prescription  drugs  against  those 
groups  that  pay  more  ridiculous  prices  for  the  same  drugs. 

Mr.  Chairman,  as  a  first  step  toward  accomplishing  our  mutual 
goal  of  containing  prescription  drug  costs,  I  will  be  introducing  in 
the  very  near  future  the  Prescription  Drug  Cost  Containment  Act 
of  1991.  In  short,  this  bill  addresses  the  prescription  drug  inflation 
problem  by  utilizing  a  business-like,  carrot  and  stick  tax  incentive 
approach. 

Specifically,  individual  manufacturers  would  have  reduced  access 
to  their  valuable  $2  billion  a  year  936  tax  credit  if  they  increase 
prices  beyond  the  general  inflation  rate.  Under  the  proposal,  reve- 
nue saved  would  be  funneled  into  a  new  prescription  drug  trust 
fund  to  finance  Medicare  outpatient  prescription  drug  demonstra- 
tion projects  and  to  reduce  the  deficit.  In  addition,  this  legislation 
would  direct  the  HHS  Secretary  to  conduct  a  study  to  determine 
the  advisability  of  establishing  a  Pharmaceutical  Products  Price 
Review  Board  similar  to  the  one  that  has  been  established  and  has 
been  successful  in  Canada. 

In  addition,  I  believe  we  should  go  back  to  my  initial  Medicaid 
rebate  legislative  approach  and  tie  the  best  price  provision  back  to 
a  specific  date.  This  approach,  most  recently  advocated  by  the  ad- 
ministration's own  HHS  Inspector  General,  would  eliminate  the 
excuse  the  drug  companies  are  now  using  to  justify  their  price 
hikes  to  other  purchasers.  And,  Mr.  Chairman,  consistent  with 
your  legislation,  there  is  no  reason  why  we  could  not  also  extend 
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the  same  price  protection  to  other  Federal  purchasers,  including 
the  PHS  clinics,  the  DVA,  and  the  DoD.  This  approach,  combined 
with  the  tax  credit  incentives  bill  I  just  outlined,  would  ensure  that 
all  Americans  will  be  protected  from  excessive  prescription  drug 
costs. 

I  believe  that  these  legislative  interventions  will  finally  start  us 
down  the  road  to  assuring  that  all  Americans  have  access  to  fair 
and  affordable  prescription  drug  prices.  The  time  for  us  to  act  on 
these  and  other  options  to  contain  these  costs  is  now.  I  look  for- 
ward to  working  with  you,  Mr.  Chairman,  the  members  of  this 
committee,  and  the  rest  of  the  Congress  in  finding  ways  to  provide 
fair  prescription  drug  prices  to  PHS  clinics  and  to  all  Americans. 

The  Chairman.  Thank  you  very  much;  an  excellent  presentation, 
as  always,  Senator  Pryor. 

Congressman  Wyden. 

Mr.  Wyden.  Well,  thank  you  very  much,  Senator.  I  have  followed 
Senator  Pryor  on  a  number  of  occasions  on  these  issues.  You 
always  feel  like  you  are  Tugboat  Annie  going  out  after  the  Queen 
Mary  has  departed  because  he  is  so  articulate  and  eloquent  as  our 
leader  in  the  cause,  and  it  is  a  pleasure  to  be  with  him. 

Mr.  Chairman,  I  just  want  to  thank  you  for  the  opportunity  to 
work  with  you  because  as  far  as  I  am  concerned,  you  have  been 
synonymous  with  the  cause  of  consumer  rights  and  a  fair  shake  for 
medical  patients  for  so  many  years,  and  it  is  a  pleasure  to  have  a 
chance  to  team  up  with  you  on  this  legislation. 

Mr.  Chairman,  I  thought  what  I  might  do  for  a  few  minutes  is 
just  go  back  through  some  of  what  has  happened  in  the  last  year  or 
so,  and  then  make  some  suggestions  on  where  we  would  go  for  the 
future. 

Throughout  the  1980's,  I  think  the  members  are  aware  that 
many  drug  manufacturers  selfishly  stiffed  the  public  and  the  Med- 
icaid program  with  constantly  escalating  drug  prices  that  placed 
life-saving  medicines  beyond  the  reach  of  the  poor  and  the  elderly 
and  the  ill. 

For  more  than  10  years,  very  few  escaped  this  economic  carnage. 
The  lucky  ones  included  certain  preferred  private  customers  and  a 
handful  of  government  programs  that  were  fortunate  enough  to 
have  the  VA  to  negotiate  a  lower  price  for  them. 

Last  year,  over  the  vigorous  objections  of  the  industry,  Congress 
moved  to  put  an  end  to  a  decade  of  passive  acceptance  of  triple- 
digit  drug  price  hikes.  Our  colleagues  finally  stopped  trusting  the 
companies  to  do  the  right  thing  and  said  it  was  time  to  look  out  for 
the  taxpayer's  wallet. 

Now,  Mr.  Chairman,  we  know  that  at  least  two  major  drug  com- 
panies did  not  try  to  exploit  last  year's  legislation.  At  least  two 
simply  were  willing  to  add  inflation  to  their  1990  prices,  but  the 
evidence  indicates  that  many  companies  saw  last  year's  law  as  an 
opportunity  to  further  scam  and  scalp  the  public. 

This  time,  however,  these  white  collar  drug  lords  went  after  the 
customers  that  they  formerly  treated  to  the  deepest  discounts  by 
raising  their  best  prices.  In  the  last  few  months,  the  General  Ac- 
counting Office  and  the  Health  and  Human  Services  Department 
confirmed  that  drug  company  price-gouging  is  going  to  cost  the  VA 
and  the  Medicaid  program  tens  of  millions  of  dollars. 
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And  as  you  noted,  Mr.  Chairman,  in  your  opening  statement, 
complaints  are  coming  in  from  the  Public  Health  Service  programs 
around  the  country.  This  is  money,  Mr.  Chairman,  that  could  be 
going  to  care  for  the  sick,  but  is  instead  going,  as  Senator  Pryor 
indicated,  to  pad  a  very  healthy  bottom  line  for  the  companies. 
Some  of  the  largest  drug  companies  are  simply  gaming  the  new 
law  in  a  game  where  the  stakes  are  high  and  where  the  losers  are 
the  veterans  and  the  community  clinics  that  struggle  to  serve  the 
homeless  and  people  with  AIDS  and  the  chronically  ill. 

So  I  am  very  pleased  to  join  you,  Mr.  Chairman,  and  Congress- 
man Cooper  to  extend  the  Medicaid  drug  price  rebate  to  the  finan- 
cially-strapped public  health  programs.  It  is  infuriating  to  know 
that  as  Congress  strives  to  maintain  existing  funding  levels  for  the 
Public  Health  Service,  some  of  the  drug  companies  are  gobbling  up 
these  scarce  tax  dollars  with  100-,  200-,  even  300-percent  price 
hikes.  On  the  House  side,  we  are  working  with  Chairman  Waxman 
to  see  if  we  can  develop  a  remedy  to  this  in  the  closing  days  of  the 
session. 

I  also  agree  with  Senator  Pryor's  assessment  that  we  need  to 
take  a  more  comprehensive  set  of  initiatives.  In  the  House  Energy 
and  Commerce  Committee,  a  bill  is  now  pending  that  would  help 
the  Veterans  Administration  in  several  ways.  Since  this  bill  may 
become  the  vehicle  for  corrective  legislation,  I  would  like  to  discuss 
this  just  for  a  moment  specifically. 

This  legislation  has  been  introduced  by  the  chairman  of  the  VA 
Committee,  Sonny  Montgomery,  and  it  would  roll  the  VA's  drug 
prices  back  to  those  in  effect  in  October  1990.  But  I  think  this  legis- 
lation ought  to  be  rewritten  so  that  in  this  session  we  take  steps  to 
help  not  just  the  VA,  but  also  the  Public  Health  Service  programs, 
Medicaid,  and  private  sector  purchasers  such  as  hospitals  and 
HMOs. 

So  I  come  today  to  urge  two  changes  to  the  Montgomery  legisla- 
tion that  moves  to  help  the  VA.  First,  the  provisions  in  the  bill 
that  would  break  the  link  between  the  VA  and  Medicaid  drug 
prices  ought  to  be  deleted.  We  ought  to  go  at  this  by  going  to  bat 
for  all  the  Government  purchasers,  and  this  would  ensure  that  the 
prices  earned  by  the  Government's  toughest  price  negotiators, 
those  at  the  VA,  are  made  available  to  the  State  Medicaid  pro- 
grams. This  is  a  critical  fact  because  the  inspector  general  found 
that  over  half  of  the  lowest  prices  in  the  market  were  negotiated 
by  the  VA.  If  Medicaid  and  other  public  programs  are  denied  the 
benefit  of  these  low  prices,  costs  will  obviously  soar. 

Second,  another  provision  ought  to  be  added  to  the  Montgomery 
bill  that  would  exempt  hospitals  and  HMOs  from  Medicaid's  best 
price.  This  is  needed  because  the  drug  companies  have  refused  to 
grant  discounts  to  hospitals  and  HMOs  because  private  sector  dis- 
counts must  now  be  extended  to  Medicaid.  If  Congress  rolls  back 
the  VA  prices  to  what  they  were  in  October  of  1990,  hospitals  and 
HMOs  in  the  private  sector  could  be  relieved  of  much  of  the 
burden  of  negotiating  Medicaid's  best  price. 

The  last  point  that  I  would  make,  Mr.  Chairman,  is  this  proposal 
builds  on  the  current  recommendation  of  the  Health  and  Human 
Services  Inspector  General,  and  it  would  ensure  that  all  those  who 
have  been  victimized  by  predatory  pricing  practices  would  benefit, 
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including  the  VA  and  our  private  purchasers,  and  not  just  Medic- 
aid. 

In  addition,  taxpayer-funded  programs  such  as  Medicaid,  the  VA, 
and  the  public  clinics  would  earn  their  own  discounts  without 
being  a  burden  to  the  private  sector  because  they  could  build  on 
their  shared  interests.  Under  the  proposal  I  am  making,  with  Med- 
icaid's market  clout  and  the  VA's  negotiating  savvy,  I  think  we 
would  have  a  good  marriage  that  would  protect  the  interests  of  all 
government  purchasers  without  foisting  an  additional  burden  off 
on  the  private  sector. 

This  proposal  is  especially  fair  because  these  companies  which 
raised  their  prices  the  least  over  the  past  year  would  be  least  pe- 
nalized. Those  in  the  last  year  who  tried  to  scam  the  Federal  Gov- 
ernment, tried  to  scalp  the  consumer,  would  be  the  ones  who  would 
have  to  take  those  ill-gotten  gains  back. 

The  Medicaid  program,  finally,  would  realize  significant  new  sav- 
ings, and  this  seems  also  important  because  States  like  Michigan 
are  eliminating  optional  services  under  Medicaid,  and  we  know 
that  the  Federal  Government  is  trying  to  crack  down  as  well  on 
provider  contributions  and  taxes. 

Mr.  Chairman,  I  thank  you  again  for  your  leadership  and  the 
chance  to  have  a  Senate-House  effort  on  this.  I  share  Senator 
Pryor's  view  that  this  has  got  to  be  a  bipartisan  initiative.  I  see  the 
alum  of  the  House  Energy  and  Commerce  Committee,  Senator 
Coats,  here  as  well.  I  look  forward  to  working  with  him  and  all  our 
colleagues. 

[The  prepared  statement  of  Mr.  Wyden  follows:] 

Prepared  Statement  of  Mr.  Wyden 

Mr.  Chairman,  Senator  Hatch,  members  of  the  committee,  thank  you  for  inviting 
me  to  testify  on  the  persistent  problem  of  the  affordability  of  prescription  drugs. 

Throughout  the  1980's,  many  drug  manufacturers  selfishly  stiffed  the  public  and 
the  Medicaid  program  with  constantly  escalating  drug  prices,  placing  lifesaving 
medicines  beyond  the  reach  of  the  poor,  the  elderly,  and  the  chronically  ill.  For  10 
years,  few  escaped  the  economic  carnage.  The  lucky  ones  included  certain  preferred 
private  customers  and  a  handful  of  government  programs  fortunate  enough  to  have 
the  Veterans'  Administration  to  negotiate  lower  drug  prices  for  them. 

Last  year,  over  the  vigorous  objections  of  the  prescription  drug  lobby,  Congress 
moved  to  put  an  end  to  a  decade  of  passive  acceptance  of  triple-digit  drug  price 
hikes.  Our  colleagues  finally  stopped  trusting  the  drug  companies  to  do  the  right 
thing,  and  started  watching  out  for  the  taxpayer's  wallet. 

Mr.  Chairman,  at  least  two  major  drug  companies  did  not  try  to  exploit  last  year's 
legislation — they  simply  added  inflation  to  their  1990  prices.  But  the  evidence  indi- 
cates that  many  companies  just  saw  this  as  an  opportunity  for  further  scamming 
and  scalping.  This  time,  however,  these  white  collar  drug  lords  went  after  the  cus- 
tomers they  formerly  treated  to  the  deepest  discounts  by  raising  their  best  prices.  In 
the  past  few  months,  GAO  and  the  HHS  Inspector  General  confirmed  that  drug 
company  price  gouging  will  cost  the  Veterans  Administration  and  Medicaid  pro- 
grams many  tens  of  millions  of  dollars.  Complaints  are  coming  in  from  around  the 
country  that  Public  Health  Service  clinics,  hospitals,  and  HMO's  have  also  been  hit 
especially  hard. 

Mr.  Chairman,  this  is  money  that  could  be  going  to  care  for  the  sick,  instead  of 
padding  the  healthy  bottom  lines  of  drug  makers.  Some  very  large  drug  companies 
are  "gaming"  the  new  system,  in  a  game  where  the  stakes  are  high,  and  where  the 
losers  are  veterans  and  community  clinics  struggling  to  serve  the  homeless,  people 
with  AIDS,  and  the  chronically  ill. 

I  am  pleased  to  join  Mr.  Cooper  as  the  House  sponsors  of  legislation  to  extend 
Medicaid  drug  price  rebates  to  financially-strapped  Public  Health  Service  clinics. 
But  it  is  infuriating  that  as  Congress  strives  to  maintain  existing  funding  levels  for 
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the  Public  Health  Service,  many  drug  companies  are  gobbling  up  these  scarce  tax- 
payer dollars  with  100,  200,  and  300  percent  price  hikes.  I  am  working  with  Chair- 
man Waxman  on  the  House  side  to  seek  approval  of  this  legislation  in  the  closing 
days  of  this  session. 

But  I  must  agree  with  Senator  Pryor's  assessment:  we  need  to  take  more  compre- 
hensive action.  In  the  House  Energy  and  Commerce  Committee,  a  bill  is  now  pend- 
ing that  would  help  the  Veteran's  Administration  in  several  ways.  Since  this  bill 
may  become  the  vehicle  for  corrective  legislation,  I  would  like  to  discuss  it  specifi- 
cally. 

This  legislation,  introduced  by  Chairman  Sonny  Montgomery,  would  roll  back  the 
VA's  drug  prices  to  those  in  effect  in  October  1990,  before  the  latest  round  of  drug 
price  hikes.  But  I  think  this  legislation  should  be  rewritten  so  that  it  helps  not  just 
the  VA,  but  also  Public  Health  Service  programs,  Medicaid,  and  private  sector  pur- 
chasers such  as  hospitals,  and  HMO's. 

Specifically,  I  would  urge  two  changes  to  the  Montgomery  legislation.  First,  the 
provisions  in  the  bill  that  would  break  the  link  between  VA  and  Medicaid  drug 
prices  should  be  deleted.  This  would  ensure  that  the  prices  earned  by  the  govern- 
ment's toughest  drug  price  negotiators — those  at  the  VA — are  made  available  to  the 
State  Medicaid  programs.  This  is  critical:  the  Inspector  General  found  that  over  half 
of  the  lowest  prices  in  the  market  were  negotiated  by  the  VA.  If  Medicaid  is  denied 
the  benefit  of  these  low  prices,  costs  will  obviously  soar. 

Second,  a  provision  should  be  added  to  the  Montgomery  bill  that  would  exempt 
hospitals  and  HMO's  from  Medicaid's  "Best  Price."  this  is  needed  because  drug  com- 
panies have  refused  to  grant  discounts  to  hospitals  and  HMO's  because  private 
sector  discounts  must  now  be  extended  to  the  Medicaid  program.  If  congress  rolls 
back  the  VA's  drug  prices  to  what  they  were  in  October  1990,  hospitals  and  HMO's 
could  be  relieved  from  the  burden  of  negotiating  Medicaid's  best  price. 

My  proposal  builds  on  the  recommendation  of  the  HHS  Inspector  General,  and 
would  ensure  that  all  those  who  have  been  victimized  by  predatory  pricing  practices 
would  benefit — including  the  VA  and  private  purchasers — not  just  the  Medicaid  pro- 
gram. 

In  addition,  taxpayer  funded  programs  such  as  Medicaid,  the  VA,  and  Public 
Health  Service  clinics  would  earn  their  own  discounts,  without  being  a  burden  to 
the  private  sector,  by  building  on  their  shared  interests.  With  Medicaid's  market 
clout  and  the  VA's  negotiating  savvy,  I  think  we  would  have  a  good  marriage. 

This  proposal  is  fair  because  those  drug  companies  which  raised  their  prices  the 
least  over  the  past  year  would  be  least  penalized.  Those  who  have  attempted  to 
scam  the  Feds,  on  the  other  hand,  would  have  their  ill-gotten  price  gains  rolled 
back. 

Finally,  the  Medicaid  program  would  realize  significant  new  savings  just  as  States 
like  Michigan  are  eliminating  all  optional  services  under  Medicaid,  and  the  Feds 
are  threatening  to  crack  down  on  provider  contributions  and  taxes. 

Mr.  Chairman,  I  thank  the  committee,  and  look  forward  to  any  discussion  we  may 
have  on  this  important  subject. 

The  Chairman.  Well,  thank  you  very  much,  Congressman.  You 
have  reminded  us  about  the  scope  and  the  breadth  of  the  problem. 
As  you  appropriately  mentioned,  we  are  experiencing  problems 
with  drug  prices  in  our  community  health  centers.  We  had  been 
very  hopeful  that  we  would  have  been  able  to  reach  an  agreement 
with  the  drug  companies  since  the  cost  to  them  of  our  bill  is  just 
virtually  a  drop  in  the  bucket. 

I  had  expected  that  all  of  the  pharmaceutical  industry  would 
have  just  said  that  $30  million  for  drugs  for  the  neediest  people  in 
our  society  is  acceptable  as  Pfizer  has  said.  We  had  hoped  that  we 
would  have  just  gotten  the  industry's  voluntary  cooperation  for 
this  drop  in  the  bucket.  But  if  they  want  to  take  this  on,  we  are 
glad  to  make  the  case. 

I  think  Senator  Pryor  and  you,  as  well  as  Congressman  Cooper, 
deserve  great  credit  setting  the  problems  of  the  Public  Health  clin- 
ics in  the  broader  context. 

Congressman  Cooper. 
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Mr.  Cooper.  Thank  you,  Senator.  I  would  ask  unanimous  consent 
that  my  written  statement  be  inserted  in  the  record.  I  will  try  to  be 
brief. 

The  Chairman.  Would  the  Congressman  hold?  Our  colleagues 
have  arrived — Senators  Pell,  Hatch,  Coats,  and  Durenberger.  Sena- 
tor Pell  is  chairman  of  the  Foreign  Relations  Committee  and  prob- 
ably has  to  leave. 

Senator  Pell.  I  have  to  depart,  but  I  would  like  to  ask  unani- 
mous consent  that  a  statement  be  inserted  in  the  record  strongly 
inveighing  against  the  escalation  of  drug  prices,  and  also  welcom- 
ing Dr.  Michael  Silver,  who  is  doing  an  excellent  job  in  Rhode 
Island.  I  apologize  to  the  panel,  but  I  am  chairing  another  commit- 
tee hearing  at  the  same  time. 

The  Chairman.  Thank  you  very  much. 

Senator  Pell.  Thank  you. 

[The  prepared  statement  of  Senator  Pell  follows:] 

Prepared  Statement  of  Senator  Pell 

Mr.  Chairman,  I  thank  you  for  holding  today's  hearing  to  exam- 
ine the  rapidly  escalating  prices  of  prescription  drugs  and  the  re- 
sulting effect  on  public  health. 

I  am  deeply  disturbed  by  the  startling  increase  in  prescription 
drug  prices  over  the  last  decade.  A  recent  report  by  the  Senate  Spe- 
cial Committee  on  Aging,  chaired  by  our  distinguished  colleague 
and  one  of  today's  witnesses,  Senator  David  Pryor,  revealed  that 
prices  charged  by  manufacturers  of  prescription  drugs  rose  by  over 
150  percent  during  the  1980's.  And  the  future,  as  Senator  Pryor 
will  no  doubt  testify,  is  equally  bleak. 

In  my  view,  these  increases  are  absolutely  unacceptable,  and 
must  be  stopped. 

Mr.  Chairman,  I  have  great  trouble  with  the  argument  put  forth 
by  some  drug  manufacturers  that  these  increases  are  reasonable 
and  justified  by  their  own  high  costs,  including  the  cost  of  research 
and  development.  While  I  am  always  willing  to  hear  the  other  side, 
I  think  we  need  to  remember  that  prescription  drugs  are  not  like 
televisions  or  other  such  products:  very  much  a  part  of  people's 
lives  but  something  we  can  all  do  without. 

Mr.  Chairman,  prescription  drugs  save  lives,  heal  the  sick,  and 
improve  the  quality  of  people's  health  and  lives.  The  refusal  or  in- 
ability of  a  person  to  take  the  medication  prescribed  can  have  dev- 
astating consequences.  To  allow  those  consequences  to  occur  be- 
cause people  cannot  pay  the  high  price  is  simply  unconscionable.  It 
is  a  result  of  either  a  failure  of  government  to  care  for  those  in 
need,  capitalism  run  amok,  or  both. 

As  a  Senator  from  a  state  with  one  of  the  largest  percentages  of 
senior  citizens  in  the  nation,  I  am  especially  concerned  about  the 
effect  of  these  high  prices  on  the  elderly  and  on  the  government 
programs  that  serve  them.  I  am  also  deeply  concerned  about  those 
who  are  too  often  left  out  and  greatly  in  need — the  poor  and  the 
low-income.  I  am  glad  that  today's  hearing  will  explore  the  need  to 
extend  to  community  and  migrant  health  centers,  drug  treatment 
centers,  and  other  public  health  service  act  clinics  the  same  dis- 
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count  drug  prices  that  Congress  last  year  required  be  made  avail- 
able to  state  Medicaid  programs. 

Mr.  Chairman,  I  would  like  to  welcome  our  colleague,  Senator 
Pryor,  who  has  been  a  leader  in  the  effort  to  halt  the  escalation  of 
drug  prices,  and  say  how  pleased  I  am  to  see  him  looking  so  well. 
Welcome  also  to  Congressman  Wyden  and  Cooper,  who  have  led 
the  House  effort  in  this  important  area. 

Finally,  Mr.  Chairman,  I  would  like  to  welcome  Dr.  Michael  A. 
Silver,  Medical  Director  of  The  Providence  Center  for  Counseling 
and  Psychiatric  Services,  a  private,  non-profit  community  mental 
health  center  located  in  Providence,  RI.  I  regret  that  I  will  not  be 
able  to  be  present  for  Dr.  Silver's  testimony,  since  I  will  be  chair- 
ing a  hearing  of  the  Senate  Foreign  Relations  Committee  shortly. 
But  I  do  want  to  assure  Dr.  Silver  and  the  other  witnesses  that  I 
have  written  copies  of  their  testimony  and  will  give  their  concerns 
the  serious  attention  that  they  deserve.  Thank  you. 

Mr.  Cooper.  Thank  you,  Senator.  I  appreciate  your  leadership 
and  the  committee's  leadership  over  the  years  on  public  health 
matters,  and  I  am  delighted  to  join  my  colleagues  here  today,  par- 
ticularly Senator  Pryor,  whom  we  are  glad  to  see  not  only  back  in 
the  saddle,  but  with  undiminished  energy,  vigor  and  enthusiasm. 

As  you  pointed  out,  this  is  a  very  modest  bill  before  us.  Really, 
the  drug  companies  should  have  agreed  to  do  this  on  their  own.  No 
legislation  should  be  required.  Unfortunately,  it  looks  as  if  legisla- 
tion may  be  required  not  just  in  this  area,  but  hopefully  we  will  be 
able  to  have  a  united  government  approach.  As  united,  we  stand  a 
chance  to  pay  the  lowest  prices;  divided,  we  will  fall  prey  to  the 
lobbying  of  the  drug  companies. 

I  am  very  proud  of  the  technical  accomplishments  of  America's 
drug  companies.  I  am  proud  of  the  miracle  drugs,  the  wonder 
drugs,  and  things  like  that,  but  I  do  shudder  at  their  greed  when  it 
comes  to  price  increases.  As  you  pointed  out,  Mr.  Chairman,  we  are 
talking  about  today  the  neediest  of  the  needy,  the  community 
health  clinics,  the  black  lung  clinics,  etc. 

Senator  Pryor  and  Congressman  Wyden  have  pointed  out  many 
of  the  ways  that  drug  companies  could  be  acting  better.  They  have 
pointed  out  that  they  could  spend  more  money  on  research  than  on 
marketing,  and  they  don't.  They  could  give  Americans  better  prices 
than  foreigners;  they  don't. 

I  would  like  to  point  out  just  a  few  other  points.  First  of  all,  the 
Bush  administration,  through  the  HHS  Office  of  Inspector  General, 
has  encouraged  us  to  pass  the  original  House  version  of  the  Medic- 
aid bill  last  year  instead  of  the  compromise  version  that  ended  up 
emerging,  because  they  are  worried  about  the  gaming  that  is  going 
on  by  the  drug  companies.  I  hope  that  we  can  put  a  stop  to  that 
gaming,  and  I  think  really  by  endorsing  the  House  measure,  the 
tougher  measure,  we  can  go  to  great  strides,  as  the  Bush  adminis- 
tration suggests,  in  closing  that  gaming  possibility. 

Senator  Pryor  has  been  very  eloquent  on  the  marketing  and  936 
opportunities  the  drug  companies  have  taken  advantage  of.  I  would 
like  to  mention  two  other  things.  Very  little  of  the  new  research 
really  yields  breakthrough  drugs.  So  many  of  the  drugs  are  copycat 
drugs  that  are  just  small  differences  from  existing  drugs.  They  are 
not  the  miracle  drugs  that  we  are  so  proud  of. 


17 

Of  the  348  new  drugs  by  the  top  25  manufacturers  in  the  last  8 
or  10  years,  only  12  were  substantially  new.  Forty-four  were 
modest  improvements,  and  the  other  292  were  "me  too"  drugs  that 
have  different  names  and  certainly  have  bigger  prices,  but  are 
really  not  dramatic  improvements. 

So  let  us  all  work  together  to  pass  both  H.R.  3405  and  S.  1729. 

Thank  you,  Mr.  Chairman. 

[The  prepared  statement  of  Mr.  Cooper  follows:] 

Prepared  Statement  of  Mr.  Cooper 

Mr.  Chairman,  I  want  to  join  in  commending  you  for  holding  this  hearing.  I  am 
here  to  urge  the  prompt  passage  of  your  bill,  S.  1729  and  the  companion  bill  intro- 
duced in  the  House  by  Mr.  Wyden  and  myself,  H.R.  3405. 

Those  bills  extend  fair  prices  for  pharmaceuticals  to  the  neediest  of  the  needy — 
community  health  centers,  black  lung  clinics  and  the  like.  Our  suggestions  are  quite 
modest  and  should  be  enacted  this  year. 

I'm  afraid,  however,  that  even  if  these  good  bills  pass,  they  won't  begin  to  put  a 
dent  in  the  larger  problem  of  runaway  prescription  drug  costs — costs  that  have 
risen  three  times  faster  than  inflation  in  the  past  decade. 

Mr.  Chairman,  on  the  surface  America's  pharmaceutical  companies  should  make 
up  proud:  They  lead  the  world  in  drug  research,  often  producing  spectacular  life- 
saving  breakthroughs.  They  comprise  America's  most  profitable  industry  and  are 
substantial  exporters  who  reduce  America's  trade  deficit. 

But  instead  of  being  America's  pride,  they  are  becoming  America's  shame. 

Although  they  spend  billions  on  research,  they  spend  even  more  on  marketing. 
Although  they  export  drugs,  they  charge  much  more  for  the  same  drugs  at  home. 
And  even  though  the  legislation  we  passed  last  year  will  give  Medicaid  some  dis- 
counts, the  drug  companies  still  reserve  their  highest  prices  for  federally  funded 
clinics.  To  make  matters  worse,  they  are  not  only  charging  federal  programs  top 
dollar  for  drugs,  but  they  are  using  federal  tax  breaks  to  develop  their  drugs  in  the 
first  place. 

We  need  to  start  looking  at  ways  to  bring  costs  under  control,  starting  with  feder- 
al costs. 

I  am  encouraged  that  the  Bush  administration,  through  the  Office  of  Health  and 
Human  Services  Inspector  General,  has  recommended  that  Medicaid  more  directly 
control  prices  to  prevent  "gaming"  by  the  drug  companies. 

In  fact,  the  administration  has  recommended  that  we  amend  last  year's  Medicaid 
drug  rebate  law  to  essentially  bring  it  back  to  the  version  which  passed  the  House. 
As  the  author  of  that  bill  along  with  Mr.  Wyden,  I  of  course  support  that  approach. 

Whenever  we  try  to  get  costs  under  control,  the  drug  companies  raise  the  specter 
that  reducing  prices  will  hurt  research.  That  is  a  serious  concern,  but  in  this  case  I 
think  it's  just  a  scare  tactic. 

If  drug  companies  lose  revenues,  they  could  offset  some  of  those  losses  by  reducing 
their  huge  marketing  budgets.  As  your  own  hearing  earlier  this  year  revealed,  Mr. 
Chairman,  marketing  dollars  are  being  spent  not  just  on  ads,  but  on  junkets  to 
attend  "seminars,"  cash  payments  for  sham  "clinical  trials,"  and  generous  gifts  for 
doctors. 

It  is  precisely  because  the  federal  government  supports  research  that  we  have  of- 
fered the  drug  companies  huge  tax  breaks.  But  very  little  research  results  in  sub- 
stantially new  drugs.  As  Senator  Pryor  first  brought  to  attention:  Of  the  348  drugs 
developed  by  the  top  25  manufacturers  in  1981-1988,  only  12  were  "important"  new 
drugs  and  only  44  were  "modest"  improvements.  The  other  292  were  "me-too" 
drugs,  which  offer  no  significant  new  treatment,  according  to  the  Food  and  Drug 
Administration. 

Health  care  reform  may  be  years  off,  but  controlling  drug  prices — especially  the 
prices  the  federal  government  pays — is  something  we  can  do  today. 

We  should  start  by  passing  S.  1729  and  H.R.  3405,  to  immediately  provide  some 
relief  to  our  neediest  clinics.  Then  we  should  remove  the  loopholes  which  the  drug 
companies  have  exploited  in  last  year's  Medicaid  drug  rebate  law.  Finally,  we 
should  consider  reducing  some  of  the  huge  tax  subsidies  we  offer  the  drug  compa- 
nies, especially  for  those  manufacturers  who  persist  in  questionable  marketing  ac- 
tivities. 

Mr.  Chairman,  thank  you  again  for  holding  this  important  hearing. 
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The  Chairman.  Thank  you  very  much.  Let  me  just  ask  you — we 
are  trying  to  build  on  the  steps  that  were  taken  last  year  in  the 
budget  reconciliation  bill,  and  we  have  seen  what  has  happened  to 
the  best  price  drug  policy.  Can  you  give  us  an  idea  about  what  are 
the  savings  to  the  States  at  the  present  time? 

What  generally  is  happening  out  there  in  terms  of  the  States?  I 
know  the  States,  as  I  understand  it — and  you  are  the  experts  on 
it — were  somewhat  reluctant  and  thought  that  administrative  prob- 
lems would  be  quite  overwhelming.  Yet,  I  think,  as  I  understand  it, 
again,  many  States  have  found  that  it  has  been  useful  to  them  in 
terms  of  savings.  But  what  is  happening  out  there  now? 

Mr.  Cooper.  I  can  only  speak  for  the  State  of  Tennessee,  but  my 
State  administration  pushed  me  very  hard  to  help  control  drug 
prices.  They  anticipated  savings  of  between  $50  and  $100  million, 
but  those  savings  have  simply  not  materialized,  partly  due  to  the 
fact  that  drug  companies  have  increased  prices  so  dramatically  in 
areas  that  our  legislation  did  not  cover. 

The  Chairman.  Is  that  generally  the  condition  in  other  States  as 
well? 

Mr.  Wyden.  I  think  that  is  a  fair  assessment,  Mr.  Chairman.  I 
mean,  there  was  one  major  problem  with  last  year's  legislation, 
and  that  is  that  we  fought  hard  to  freeze  those  prices  in  October  of 
1990.  I  remember  Senator  Pryor,  others,  you  know,  many  who  are 
here,  said  unless  we  get  that  price  freeze  in  October  of  1990,  just  as 
sure  as  the  night  follows  the  day  there  are  going  to  be  some  compa- 
nies that,  in  effect,  go  out  and  try  to  circumvent  the  intent. 

We  weren't  able  to  get  that  out  of  the  conference,  and  I  think 
that  that  is  what  is  producing  the  problems  that  we  are  seeing  both 
in  the  private  sector  and  in  terms  of  getting  the  States  the  signifi- 
cant savings  that  they  need.  The  companies  have  a  way  to  compen- 
sate for  any  lost  revenue. 

The  Chairman.  I  think  all  of  you  have  been  very  eloquent  about 
what  has  happened  over  the  past  10  years  in  terms  of  drug  price 
increases.  Do  you  have  any  specific  suggestions  about  how  you  we 
can  stop  the  cost-shifting  that  we  have  seen? 

Senator  Pryor.  May  I  respond  to  that? 

The  Chairman.  Yes. 

Senator  Pryor.  And,  Ron,  I  think  we  all  agree  that  if  we  could 
roll  back  the  prices  to  October  1  of  1990 — very  simple,  very  dramat- 
ic, and  very  far-reaching,  and  it  shouldn't  have  to  be  done,  but  if 
we  did  it,  I  think  it  would  cure  the  problem  with  the  VA,  with  the 
Medicaid  program,  and  with  our  Public  Health  Service  HMOs  and 
hospitals. 

But  if  I  might  say  this,  Mr.  Chairman,  last  year  after  this  law 
passed  and  during  the  passage  of  this  law  and  the  debate  on  this 
law,  the  pharmaceutical  manufacturers  moved  their  basic  lobbying 
effort.  They  could  sense  they  were  going  to  lose  this  battle  here; 
they  could  sense  it.  I  would  like  to  hear  them  address  themselves 
to  this  point. 

So  they  moved  their  operation  out  into  the  States.  They  started 
then  lobbying  in  the  State  legislatures,  the  State  Medicaid  direc- 
tors. That  is  where  they  moved  their  lobbying  effort.  They  perme- 
ated the  50  States  with  their  lobbying  effort,  and  some  of  them 
they  scared;  some  of  them,  they  said  this  is  not  going  to  work;  the 
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administration  of  this  is  going  to  be  too  costly,  and  500  other  rea- 
sons. So,  now,  they  are  moving  back  up  here  with  their  lobbying 
effort  to  try  to  prevent  us  from  doing  anything. 

I  found  it  really  not  only  amusing,  but,  again,  insulting.  Here  is 
their  statement  after  I  did  my  statement  on  the  floor  of  the  Senate 
and  held  a  little  press  conference  about  my  simple  little  bill  on  the 
936  tax  credits — and  Senator  Hatch  is  a  new  member  of  the  Fi- 
nance Committee,  and  Senator  Durenberger  and  I  look  forward  to 
serving  with  him  on  that  committee.  We  are  going  to  be  talking  a 
lot  about  this. 

But,  Orrin,  after  I  did  my  little  statement  on  the  tax  credits, 
which  might  be  a  carrot-and-stick  approach,  they  got  all  busy  and 
cranked  out  this  document,  and  they  have  three  little  suggestions. 
One  is  to  limit  tort  liability;  two  is  to  give  us  a  faster  track  so  we 
can  bring  new  drugs  on  the  market.  What  they  want,  really,  is  a 
faster  track  so  they  can  get  new  drugs  on  the  market  so  they  can 
make  more  profits. 

Everything  that  they  suggest  is  something  to  benefit  them,  not 
the  consumer,  not  the  poor  elderly  person  out  there.  Three  out  of 
four  elderly  people  today — the  number  one  out-of-pocket  expense 
they  have  is  the  cost  of  prescription  drugs. 

Senator  Hatch.  But,  Dave,  I  

Senator  Pryor.  Sixty  percent  of  all  the  elderly  people  in  our 
country  have  no  protection  against  this.  They  have  no  insurance, 
no  coverage. 

Senator  Hatch.  I  don't  think  those  two  goals  are  mutually  exclu- 
sive. In  other  words,  they  have  got  to  make  profits  in  order  to  de- 
velop innovative  drugs.  On  the  other  hand,  when  they  develop  in- 
novative drugs,  that  benefits  consumers.  So  this  is  the  tough  issue. 
How  do  you  balance  this  so  that  we  get  drug  prices  down,  but  at 
the  same  time  keep  the  innovation  and  development  of  really  good 
drugs  in  our  country. 

Senator  Pryor.  We  want  them  to  do  that. 

Senator  Hatch.  I  didn't  mean  to  interrupt  Senator  Kennedy.  I 
will  get  my  chance. 

The  Chairman.  We  are  back  in  the  Labor  Committee,  Orrin. 
[Laughter.] 

Senator  Hatch.  I  thought  that  was  a  particularly  crass  comment. 
[Laughter.] 

The  Chairman.  Let  me  just  ask  you  your  views,  Congressman 
Wyden? 

Mr.  Wyden.  Very  briefly,  Mr.  Chairman,  October  1990  ought  to 
be  the  centerpiece  of  our  effort  to  try  to  make  some  corrections. 
That  rolls  back  the  prices.  The  problem  is  it  looks  like  now  every- 
body is  trying  to  go  out  on  their  own.  The  VA,  for  example,  is  talk- 
ing about  going  out  on  their  own.  That  is  the  thrust  of  Chairman 
Montgomery's  bill. 

What  I  have  proposed  for  this  year's  effort,  Mr.  Chairman,  is 
that  we  say  let  us  keep  all  the  government  buyers  together, 
number  one,  so  we  maximize  our  marketplace  clout;  roll  it  back  to 
October  1990  so  that  we  get  back  those  ill-gotten  gains.  And  the 
second  step  we  do  is  we  exempt  the  people  in  the  private  sector 
from  Medicaid's  best  price,  and  that  will  protect  them  because 
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right  now  they  are  being  hit  hard  because  the  companies  are 
trying  to  penalize  them  by  not  giving  them  the  discounts. 

We  take  those  two  steps  in  this  Congress;  we  do  something  that 
helps  all  the  government  buyers  without  burdening  our  private 
sector  constituents. 

The  Chairman.  Senator  Hatch. 

Senator  Hatch.  Well,  I  want  to  welcome  each  of  you  here.  I  have 
great  respect  for  all  three  of  you,  as  you  know,  and  have  worked 
with  all  of  you  on  various  matters. 

I  am  concerned  about  this  issue  and  what  is  the  best  approach. 
For  instance,  do  you  think  we  have  done  enough  to  expedite  the 
drug  approval  process?  It  takes  a  drug  apoproximately  10  years  to 
get  through  the  safety  and  efficacy  process.  That  is  longer  than 
almost  any  other  FDA-equivalent  country. 

Have  any  of  you  ever  been  to  the  FDA  personally  to  see  the  anti- 
quated communications  equipment,  data  processing  equipment,  sci- 
entific equipment,  and  facilities?  It  is  pathetic.  Here  is  this  agency 
that  handles  25  percent  of  all  of  the  consumer  items  in  America, 
and  we  have  their  scientists  working  out  of  chicken  coops  and 
former  freezer  lockers.  And,  we  are  unwilling  to  put  out  the  money 
to  help  make  this  process  more  efficient,  less  costly,  and  so  forth. 

To  me,  it  is  one  thing  to  criticize  the  companies  for  wanting  to 
make  profits  so  that  this  high  cost  of  innovation  and  the  high  cost 
of  drug  development  can  be  paid  for,  but  it  is  another  thing  for  us 
to  sit  here  as  the  people  who  really  control  the  FDA,  who  really 
know  that  these  horrible  conditions  exist,  and  who  haven't  even 
made  it  possible  for  the  FDA  to  hire  a  top-notch  supervisory  scien- 
tist in  the  last  13  years,  we  can't  afford  to  do  it,  and  can't  compete 
with  the  private  sector — yet,  we  sit  here  and  not  take  care  of  any 
of  it. 

Now,  I  would  be  a  lot  more  enthused  about  making  sure  this 
type  of  legislation  gets  through  and  things  are  corrected  if  we  were 
doing  our  share  to  make  it  reasonable  for  the  drug  companies  so 
more  innovation  can  occur  at  a  quicker  pace. 

I  look  at  AIDS  drugs  and  the  process  they  go  through  as  well  as 
other  drugs  for  very  critical  diseases,  which  are  being  ignored. 
There  are  some  very  devastating  diseases  that  really  ought  to  be 
helped  through  FDA  participation  and  quicker  drug  approval. 

When  you  look  at  the  FDA,  there  is  a  growing  gap  between  the 
technology  used  at  the  FDA  and  the  technology  used  by  the  indus- 
try. They  are  not  even  equivalent  or  anywhere  near  equivalent, 
and  I  think  that  we  in  Congress  haven't  done  nearly  enough  to  in- 
tegrate these  two  industries.  Shouldn't  we  cure  that  problem  before 
we  start  to  impose  burdens  or  create  new  problems  through  new 
legislation?  I  think  it  is  a  fair  question  and  I  would  appreciate 
hearing  your  answers. 

Senator  Pryor.  Well,  the  drug  industry,  Mr.  Chairman,  has  more 
money  than  the  Federal  Government. 

Senator  Hatch.  That  is  good.  If  they  do,  maybe  there  is  an  indus- 
try that  is  doing  all  right  in  this  country  for  a  change. 

Senator  Pryor.  But  what  we  have  done— and  I  think  this  is 
where  the  Federal  role  becomes  so  entwined — we  give  them  the  li- 
cense. It  is  almost  like  granting  a  license  to  a  TV  network  or  to  a 
radio  station.  We  grant  them  a  license.  We  approve  at  FDA  the 
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drug.  We  give  them  a  17-year  patent  of  protection.  We  then  give 
them  tax  breaks. 

Senator  Hatch.  Ten  years  of  which  are  lost,  though,  Dave. 

Senator  Pryor.  They  have  oceans  of  tax  breaks  out  there  under 
the  R&D,  under  the  936,  and  our  policy  has  been  to  go  out  and  find 
a  cure  for  cancer,  go  out  and  find  a  cure  for  all  of  these  diseases 
that  we  have  in  our  time,  in  our  generation,  in  society.  And  what 
they  have  done  is  they  have  taken  advantage  of  the  system.  They 
have  abused  the  system,  and  now  we  have  got  to  reign  them  back 
in,  and  we  don't  know  how  to  do  it,  but  we  have  got  to  do  it.  Our 
people  are  demanding  it. 

I  just  urge  you  some  time  when  you  are  back  in  your  home 
States  to  just  do  something  for  me.  Go  out  and  ride  with  an  emer- 
gency ambulance  service  some  night,  talk  to  some  of  those  people 
that  operate  one  of  those  ambulance  services.  I  will  bet  you  that  of 
the  ten  people  that  they  will  pick  up  over  a  weekend  or  a  night,  or 
whatever,  three  of  four  of  those  people  have  an  emergency  situa- 
tion arise  and  the  ambulance  people  will  say,  what  was  your  prob- 
lem. He  says,  well,  I  am  having  so-and-so,  and  they  say,  well,  don't 
you  have  medication?  Yes,  but  I  can't  afford  it  anymore. 

Mr.  Chairman,  that  is  the  truth,  and  that  is  where  we  are  in  this 
society.  We  have  all  these  wonderful  drugs  that  hopefully  they  will 
come  out  with,  but  if  we  can't  buy  them,  where  are  we? 

Senator  Hatch.  All  I  am  asking  is  let  us  start  with  the  root 
cause  of  the  problem.  Let  us  get  it  so  the  system  works  better.  You 
talk  about  patent  life  protection,  but  10  years  of  patent  life  is  eaten 
up  by  the  safety  and  efficacy  process,  and  that  is  ridiculous.  So  we 
act  like  we  give  them  17  years  and  they  end  up  with  less  than  7. 

Senator  Pryor.  I  agree  with  this,  Mr.  Chairman. 

Senator  Hatch.  See,  that  is  wrong. 

Senator  Pryor.  I  agree  with  that. 

Senator  Hatch.  We  need  to  get  our  house  in  order  first.  It  costs 
10  years  and  about  $230  million  to  develop  a  major  drug,  and  that 
includes  those  that  are  copycat  drugs  which  are  still  important  be- 
cause even  the  copycat  drugs  tend  to  bring  down  prices  over  time. 

But  the  point  I  am  trying  to  make  is  let  us  start  first — we  got  the 
revitalization  bill  through,  but  we  are  not  funding  it  like  we  should 
fund  it,  nor  are  we  solving  this  problem  like  we  should  solve  it.  At 
the  same  time,  I  appreciate  what  you  are  talking  about.  This  is  im- 
portant. Drug  prices  are  too  high,  and  part  of  the  reason  is  because 
they  have  these  tremendously  excessive  costs. 

I  thought  it  was  outrageous  when  it  cost  10  years  and  $80  million 
to  develop  a  drug.  Now,  it  is  coming  up  to  $250  million.  In  fact,  I 
would  ask  that  a  statement,  which  I  find  quite  interesting,  by  the 
Pharmaceutical  Manufacturers  Association  be  included  in  the 
record  at  this  point. 

[The  prepared  statement  referred  to  appears  at  the  end  of  the 
hearing.] 

Senator  Hatch.  Pfizer,  for  instance,  which  wants  to  support  this 
bill  and,  as  I  understand  it,  has  signed  on  to  it,  although  they  still 
have  some  difficulties  with  it  and  are  asking  to  change  it — Pfizer 
spends  about  $750  million  a  year  on  drug  research.  Well,  it  doesn't 
take  many  brains  to  realize  if  it  costs  $250  million  to  develop  one 
drug,  plus  the  10  years  of  waiting,  it  doesn't  take  long  to  eat  up 
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that  R&D  budget.  And,  by  the  way,  if  that  is  eaten  up,  we  are  not 
getting  more  drugs. 

So  there  is  this  push  on  them  to  charge  high  enough  so  they  can 
continue  the  R&D,  so  they  can  continue  to  develop  new  drugs,  and 
so  they  can  pay  for  the  countless  other  drugs  that  fail.  The  vast 
majority  fail;  only  three  out  of  ten  even  have  any  chance  of  suc- 
ceeding. And  if  it  costs  that  kind  of  money  for  even  a  small  per- 
centage of  the  ten,  you  are  talking  about  most  companies  not  being 
able  to  exist  10  years  from  now  if  we  take  away  the  free  market 
incentives  to  continue  to  make  profits. 

So  I  admit  there  is  a  problem  here.  I  admire  all  three  of  you  for 
trying  to  solve  it,  and  I  think  it  takes  guts  like  this  to  get  the 
matter  out  in  the  open  and  try  and  get  both  sides  together  to  do  it. 
And,  I  will  try  and  help,  but  I  would  like  to  see  us  all  be  a  little 
more  interested  in  giving  the  FDA  what  it  needs  to  do  the  job  first. 

Mr.  Wyden.  Well,  I  think,  Senator  Hatch,  you  know  that  I  very 
much  share  your  views  about  the  kind  of  streamlining  that  needs 
to  go  on  at  the  FDA,  and  we  had  the  hearing  in  the  Commerce 
Committee  on  that.  Some  of  us  are  prepared  to  go  even  further.  I 
mean,  I  voted  for  the  product  liability  reform  bill. 

Senator  Hatch.  No,  you  didn't  do  that. 

Mr.  Wyden.  I  did,  indeed. 

Senator  Hatch.  You  truly  are  radical.  [Laughter.]  Come  and 
work  with  Senator  Kennedy  a  little  bit  on  that.  Metzenbaum  is  a 
lost  cause,  but  Kennedy  you  have  got  a  chance  with.  [Laughter.] 

Mr.  Wyden.  My  point  is,  for  some  of  these  companies  nothing  is 
enough.  No  matter  what  we  do  in  terms  of  tax  credits,  in  terms  of 
investment  incentives,  product  liability  reform — I  mean,  I  indicated 
in  my  statement  that  several  companies  were  willing  not  to  exploit 
the  1990  law,  but  most  of  them  did.  And  I  think  the  evidence  shows 
that  for  a  good  chunk  of  these  companies,  nothing  is  enough  when 
it  comes  to  an  opportunity  to  exploit  some  of  these  low-income 
people,  and  I  think  that  is  the  heart  of  the  problem. 

Senator  Hatch.  These  are  good  points.  On  the  other  hand,  is  gov- 
ernment intervention  going  to  be  the  answer?  I  mean,  here  we 
have  some  companies  that  are  thriving  while  the  rest  of  industry 
in  America  is  having  a  very  rough  time,  and  our  solution  is  to  do 
to  them  what  we  have  done  to  the  rest  of  industry  in  America.  If 
that  is  the  solution,  you  can't  count  on  me. 

If  there  are  innovative  ways  of  increasing  innovation  and  devel- 
opment and,  yes,  profits,  if  you  will,  but  getting  prices  down,  you 
can  count  on  me  to  help  put  that  forward.  But  I  am  just  trying  to 
raise  some  of  the  issues  that  bother,  I  think,  a  lot  of  us. 

Mr.  Cooper.  Senator,  if  I  could  just  add,  I  joined  Congressman 
Wyden  in  voting  for  product  liability  reform  when  it  came  before 
our  committee.  I  am  a  cosponsor  of  the  current  bill. 

Senator  Hatch.  Right. 

Mr.  Cooper.  We  make  three  suggestions.  First,  even  the  industry 
realizes  that  they  need  guidelines  on  their  outrageous  marketing 
practices,  and  they  have  set  forth  voluntary  guidelines.  But  as  you 
know,  with  many  industry  groups,  what  is  voluntary  means  that  it 
is  seldom  used  at  all. 

Wouldn't  it  be  nice  if  most,  if  not  all  of  the  companies  actually 
adhered  to  those  guidelines  and  didn't,  as  Senator  Pryor  has  so  elo- 
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quently  pointed  out,  spend  more  money  on  marketing  than  on  re- 
search? We  both  agree  that  research  is  important,  but  why  do  we 
need  sham  clinical  trials  for  drugs?  Why  do  we  need  generous  vaca- 
tions and  gifts  to  doctors  for  drugs?  If  we  can  negotiate  arms  con- 
trol with  the  Soviet  Union,  why  can't  we  negotiate  a  deescalation 
of  the  advertising  wars  between  and  among  drug  companies? 

And  think  of  the  936  problem.  Why  have  a  $70,000  subsidy  per 
job  in  Puerto  Rico?  Why  couldn't  we  take  some  of  that  money  and 
perhaps  bolster  the  FDA  budget?  So  many  of  our  agencies  now  are 
going  on  a  more  user-fee  basis.  I  think  the  drug  companies  should 
share  our  interest  in  a  better,  more  advanced,  more  capable  FDA. 

So  I  would  join  you  in  many  of  your  ideas  and  initiatives.  I  think 
it  is  doable,  with  great  respect  to  corporate  profits  at  the  same 
time.  I  am  not  against  these  companies.  I  just  think  that  

Senator  Hatch.  We  are  talking  the  same  language,  then,  and  I 
want  to  express  my  appreciation  for  the  raising  of  this  issue  at  this 
particular  time  because  everybody  in  this  country  is  concerned 
about  it.  You  know,  my  father-in-law  just  mentioned  to  me  that  he 
had  to  get  some  pharmaceuticals  and  it  cost  him  $100  for  just  a 
month's  supply  of  pills.  Well,  you  know,  he  is  81  years  old,  and 
there  aren't  many  people  in  this  country  who  can  afford  to  pay 
that.  I  know  my  mother  is  paying  an  awful  lot  for  drugs  right  now; 
so  is  my  father — my  85-year-old  mother  and  87-year-old  father.  It  is 
a  matter  of  great  worry, 

On  the  other  hand,  I  am  concerned  that  we  stifle  the  greatness 
in  this  country  sometimes  by  more  government  intervention.  So  I 
am  looking  into  it  and  I  am  very  interested  in  what  you  are  doing. 
I  think  you  are  raising  this  debate.  It  is  a  very  important  thing. 

Senator  Kennedy,  although  I  am  used  to  being  ruled  against 
lately,  I  would  like  to  at  least  put  my  full  statement  in  the  record, 
if  I  could. 

The  Chairman.  We  will  always  be  interested  in  your  statement. 
[The  prepared  statement  of  Senator  Hatch  follows:] 

Prepared  Statement  of  Senator  Hatch 

Mr.  Chairman,  I  am  pleased  to  join  you  this  morning  to  explore 
an  important  public  policy  issue:  the  rising  cost  of  health  care  and, 
specifically,  drug  prices.  The  Senate  Committee  on  Labor  and 
Human  Resources  oversees  the  drug  approval  process  and  federal 
biomedical  research  programs,  and  those  of  us  who  serve  on  this 
committee  are  acutely  aware  of  the  rising  costs  of  drugs. 

Before  I  begin  a  broader  discussion  on  drug  pricing  policies,  I  un- 
derstand that  various  proposals  are  pending  before  Senator  Kenne- 
dy on  ways  to  amicably  resolve  concerns  with  S.  1729,  the  Public 
Health  Service  Clinic  Prudent  Pharmaceutical  Purchasing  Act.  I 
hope  that  the  end  product  will  be  something  that  I,  too,  can  sup- 
port. 

In  1984,  I  was  proud  to  be  a  coauthor  of  important  consumer  leg- 
islation enacted  to  help  lower  the  cost  of  prescription  drugs  to 
American  consumers.  The  law,  the  Drug  Price  Competition  and 
Patent  Term  Restoration  Act,  cleared  away  the  various  legal  and 
regulatory  hurdles  that  prevented  the  approval  of  generic  versions 
of  off-patented  prescription  drug  products.  This  legislation  had  two 
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important  goals:  one,  to  reduce  the  costs  of  drugs  once  they  were 
no  longer  patented;  and,  two,  to  ensure  that  innovation  in  the  de- 
velopment of  new  therapies  was  continued.  Consumers  win  on  both 
counts:  new  and  better  drugs  and  lower  costs  once  they  are  off- 
patent.  However,  I  am  now  concerned  about  possible  proposals  that 
have  the  potential  of  stifling  innovation  and  constricting  Ameri- 
cans' access  to  quality  new  therapies. 

I  respect  my  colleagues.  Senator  Pryor  and  Congressman  Wyden, 
for  their  vigor  in  attacking  the  cost  of  pharmaceutical  products. 
However,  I  think  some  important  points  have  been  lost. 

First,  we  have  a  deliberate  process  at  FDA  that  puts  the  burden 
on  the  pharmaceutical  industry  to  conduct  clinical  trials  to  demon- 
strate that  a  product  is  both  safe  and  effective  before  it  can  be 
marketed.  This  process  is  slow,  sometimes  too  slow,  and  very  costly. 
On  average  it  takes  8  years  and  $230  million  to  complete  this  proc- 
ess for  a  single  drug.  In  addition,  new  breakthrough  drugs  are  fo- 
cusing on  chronic  illnesses,  like  AIDS  and  Alzheimer's,  rather  than 
on  acute  diseases.  We  must  recognize  that  studying  and  finding 
cures  and  therapies  for  chronic  diseases  are  particularly  costly  due 
to  the  length  of  the  study  period  needed  to  show  efficacy. 

Second,  there  are  a  number  of  discoveries  that  are  made  but  that 
can  never  be  marketed.  Pharmaceutical  research  and  development 
are  risky.  It  is  estimated  that  only  1  of  2,000  new  discoveries  ever 
make  it  from  the  microscope  to  the  marketplace.  Only  three  out  of 
ten  products  that  go  to  market  actually  recoup  their  development 
costs. 

Third,  research  and  development  costs  in  our  country  have  risen 
dramatically.  Biomedical  research  is  extremely  expensive.  The 
equipment  and  buildings  are  expensive.  The  salaries  for  top-notch 
scientists  must  be  competitive.  These  facts  are  true  for  public  as 
well  as  private  sector  biotech  activities.  These  factors  must  be  in- 
cluded among  the  reasons  for  the  rising  cost  of  pharmaceuticals. 

Finally,  I  am  not  sure  the  real  impact  of  the  Drug  Price  Competi- 
tion and  Patent  Term  Restoration  Act  has  been  included  in  calcu- 
lations of  drug  price  increases  cited  in  recent  reports.  I  contacted 
Dr.  Janet  Norwood,  Commissioner  of  Labor  Statistics  at  the  De- 
partment of  Labor,  to  see  whether  or  not  the  drug  price  index 
(CAPS)  calculates  the  average  price  of  a  drug  once  it  is  off-patent.  I 
was  informed  that  the  BLS  examiner,  when  surveying  pharmacies, 
asks  for  the  retail  price  of  the  20  most  often  purchased  drugs.  If 
one  or  more  generic  drug  is  among  the  20,  its  savings  are  calculat- 
ed. If  no  generics  are  included,  those  savings  are  disregarded  in  the 
BLS  drug  price  index. 

Nevertheless,  we  have  good  evidence  that  demonstrates  that  once 
a  product  goes  off-patent,  and  a  generic  copy  is  available,  the  pio- 
neer drug  commands  only  51  percent  of  the  market  place  within 
two  years.  This  allows  competitive  forces  to  begin  to  reduce  the 
cost  of  the  drug. 

And,  that,  Mr.  Chairman,  is  the  real  point.  Competitive  forces 
must  work  to  bring  down  the  prices  of  drugs.  Let's  not  talk  about 
developing  new  regulatory  systems,  taking  away  patent  protec- 
tions, removing  market  forces,  or  treating  the  pharmaceutical  in- 
dustry differently  than  any  other  industry  in  America.  These  kinds 
of  solutions  will  only  lead  to  drying  up  of  the  development  of  new, 
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important  therapies  for  Americans.  These  solutions  will  clearly 
stifle  private  investment  in  biomedical  research. 

Instead,  let  us  examine  what  can  be  done  so  that  prices  can  be 
reduced.  FDA  must  do  a  quicker  job  in  reviewing  new  drug  applica- 
tions. The  generic  process  at  FDA  must  be  improved;  they  are 
almost  at  a  standstill  in  the  number  of  new  generics  that  are  ap- 
proved. We  also  need  to  revise  our  patent  laws  so  that  products  de- 
rived from  biotechnology  can  be  protected  without  always  involving 
courts  and  lawyers. 

Mr.  Chairman,  the  reasons  for  the  rising  prices  of  prescription 
drugs  are  simple:  a  long,  deliberate,  and  costly  approval  process;  in- 
creased research  and  development  costs;  increased  costs  due  to 
product  liability  actions;  and,  rising  costs  in  general.  We  should  ra- 
tionally address  these  issues,  find  market-based  solutions,  and 
abandon  regulatory  approaches  that  would  have  the  effect  of  de- 
railing ongoing  progress  and  the  continued  potential  of  the  Ameri- 
can pharmaceutical  industry. 

I  look  forward  to  hearing  the  witnesses  today. 

Senator  Pryor.  Senator  Kennedy. 

The  Chairman.  Yes? 

Senator  Pryor.  I  have  got  to  go,  but  I  have  a  few  facts  and  fig- 
ures on  research  and  development  I  would  like  to  place  in  the 
record  at  the  appropriate  time. 

[The  information  referred  to  follows:] 
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FACTS  COUNTERING  DRUG  INDUSTRY  FICTION  REGARDING 
RESEARCH  AND  DEVELOPMENT 

U.S.  Senate  Special  Committee  on  Aging 
Senator  David  Pryor,  Chairman 
October,  1991 

BACKGROUND :  Anytime  Congress  is  critical  of  the  enormous 
profit  margins  of  the  pharmaceutical  industry,  or  questions 
the  need  for  the  industry  to  raise  prices  in  excess  of  three 
times  the  rate  of  inflation,  the  industry  argues  that  they 
need  these  exorbitant  profits  and  high  prices  to  finance 
research  and  development.  However,  it  is  clear  that  their 
well-worn  and  re-recycled  research  and  development  argument  is 
not  going  to  sell  anymore.  Consider  these  facts: 


FACT  1:  Americans  are  already  providing  hundreds  of  millions 
of  dollars  in  tax  breaks  annually  for  the  industry's 
R&D  investment . 

FACT  2:  According  to  a  1991  Forbes  Magazine  article,  the  drug 
industry  is  spending  a  BILLION  DOLLARS  MORE  a  year  on 
marketing  than  it  is  on  research;  that  is,  the 
industry  will  spend  $10  billion  on  marketing  and 
advertising  this  year,  but  only  $9  billion  on  research 
and  development . 

FACT  3:  After  accounting  for  the  investment  in  research  and 
development,  the  pharmaceutical  industry  still  earns 
an  annual  Fortune  500  industry-leading  profit  of  15.4 
percent.  This  industry  profit  average  is  TRIPLE  that 
of  the  average  Fortune  500  club  member,  which  is  4.6 
percent . 

FACT  4:  The  drug  industry  says  it  needs  such  profits  to 

attract  capital,  yet  they  certainly  do  not  need  a 
return  on  shareholder  investments   (return  on  equity) 
that  industry  analysts  say  is  consistently  50  percent 
higher  than  the  average  Fortune  500  company  to  attract 
capital.  Other  Fortune  500  companies,  whose  profit 
margins  are  one-third  that  of  the  drug  industry,  do 
not  appear  to  have  trouble  attracting  sufficient 
capital . 


FACT  5:  In  addition  to  the  hundreds  of  millions  of  dollars  in 
direct  research  and  development  tax  breaks  given  to 
the  drug  industry  each  year,  a  significant  amount  of 
research  on  new  drug  products  occurs  in  federal 
facilities  or  with  grants  provided  by  federal 
agencies.  For  example,  most  of  the  research  on  the 
drug  AZT,  used  to  treat  symptoms  of  AIDS,  was 
conducted  at  the  National  Institutes  of  Health  (NIH), 
yet  a  private  drug  company  holds  the  patent  on  the 
product  and  has  used  the  patent  to  charge  exorbitant 
prices  for  the  drug. 
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FACT  6:  The  drug  companies  whose  R&D  investment  has  brought  no 
new  breakthrough  drugs  to  market  are  the  very  same 
companies  that  are  increasing  prices  at  some  of  the 
highest  rates.  Therefore,  while  there  are  some  drug 
companies  who  are  research  intensive,  the  majority  are 
using  the  "research"  argument  as  the  excuse  to  raise 
prices,  yet  their  research  pipeline  is  dry.  For 
example : 

o  Dilantin  (an  antiepileptic  drug)  manufactured  by 

Parke-Davis,  has  been  on  the  market  since  1953.  Since 
1985  it  has  gone  up  in  price  69  percent,  an  annual 
average  increase  of  over  11  percent.  Parke-Davis  has 
not  brought  one  new  molecular  entity  to  market  in  the 
last  5  years . 


FACT  7:  For  a  pharmaceutical  company  that  spends  15  percent  of 
its  revenue  on  research  to  increase  their  research 
expenditures  by  10  percent,  it  would  only  require  a 
1 . 5  percent  increase  in  their  drug  prices  each  year . 
However,  drug  manufacturers  have  been  increasing 
prices,  on  average,  at  three  times  the  rate  of 
inflation  for  the  last  eleven  years. 


FACT  8:  One  of  the  largest  investors  in  R&D  in  the  industry  — 
Merck  —  is  holding  their  price  increases  to 
inflation.  Merck  Sharp  and  Dohme  has  been  one  of  the 
most  research  productive  companies  over  the  last 
decade,  yet  they  have  adopted  a  public  policy  position 
that  restricts  their  price  increases  to  changes  in  the 
CPI-U.  If  the  world's  most  research-intensive  drug 
company  can  adopt  this  responsible  public  policy,  the 
others  should  be  able  to  do  the  same. 


FACT  9:  In  Canada,  the  drug  industry  has  voluntarily  agreed  to 
limit  its  price  increases  to  the  inflation  rate,  while 
substantially  increasing  its  investment  in  research. 


*  While  the  industry's  arguments  about  the  relationship 
between  high  profits  and  research  are  clearly  questionable,  the 
"Prescription  Drug  Inflation  Containment  Act",  introduced  by 
Senator  David  Pryor,  WILL  NOT  reduce  the  research  tax  credits  of 
drug  manufacturers.  The  legislation  uses  the  industry's  $2  billion 
annual  non-research  and  development  tax  credit,  which  is  bestowed 
on  the  industry  each  year  by  American  taxpayers,  as  an  incentive  to 
contain  prescription  drug  price  inflation  at  or  below  the  rate  of 
general  inflation. 
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Prescription  Drug  Increases 
Outpace  Inflation 
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Senator  Pryor.  And  just  to  raise  one  parting  question  with  my 
friend,  Senator  Hatch,  he  is  talking  about  Pfizer  and  he  is  putting 
that  letter  in.  I  look  forward  to  seeing  it.  I  found  it  fascinating  with 
the  drug  companies  that  they  will  write  Senator  Hatch  or  Senator 
Pryor,  or  whoever,  and  they  will  say,  here  is  what  we  spent  last 
year  on  research  to  find  a  cure  for  Alzheimer's  or  cancer,  or  what- 
ever. They  can  tell  you  to  the  penny  what  they  spent  for  research. 
They  will  not  tell  you  what  they  spent  to  market  copycat  drugs. 
That  is  the  figure  that  I  think  is  important,  and  that  is  the  figure, 
Senator  Hatch,  that  I  think  we  have  got  to  look  at  and  try  to  deal 
with. 

The  Chairman.  I  know  you  have  to  go,  Senator.  Senator  Metz- 
enbaum,  do  you  have  anything  particular  for  Senator  Pryor? 

Senator  Metzenbaum.  I  just  want  to  say  to  Senator  Pryor  and 
Representatives  Wyden  and  Cooper  that  they  are  performing  a  tre- 
mendous public  service,  and  I  think  that  you  have  zeroed  in  on  a 
subject  that  just  affects  literally  millions  of  Americans. 

And  I  think  it  is  important  that  we  not  confuse  the  issue.  The 
question  of  adequate  financing  for  the  FDA  shouldn't  be  confused 
with  the  unbelievable  profits  that  are  being  made  by  the  drug  com- 
panies, and  the  question  of  product  liability  is  a  separate  issue.  The 
three  issues  do  not  tie  together. 

As  a  matter  of  fact,  in  some  respects  they  do  as  far  as  adequate 
funding  for  the  FDA  because  Section  936 — if  you  repealed  it,  there 
would  be  literally  hundreds  of  millions  of  dollars  more  coming  in  to 
the  Federal  Government  which  could  then  be  made  available  for 
additional  FDA  procedures.  I  just  think  that  we  ought  not  to  con- 
fuse the  issue. 

The  PMA  is  about  as  effective  a  lobby  around  here  as  any  that 
could  be  found,  and  I  myself  on  one  of  my  other  committees  am 
inquiring  on  a  product  called  Clozaril.  With  respect  to  Clozaril,  in 
order  to  get  the  product,  you  had  to  also  agree  to  a  blood  monitor- 
ing service  which  was  tied  in  with  that  very  drug  company. 

Senator  Hatch.  Because  of  product  liability  concerns.  There 
were  tremendous  concerns. 

Senator  Metzenbaum.  Well,  that  is  the  argument  that  was 
made. 

Senator  Hatch.  It  is  a  good  argument. 

Senator  Metzenbaum.  But  the  fact  is  there  have  been  some 
changes  already  implemented  that  help  solve  that  problem.  It  need 
not  be  that  way,  and  I  don't  think  there  is  much  question  that 
there  was  the  profit  motive  involved  as  to  how  to  get  more  money 
out  of  the  patient. 

I  agree  with  all  of  you  that  nothing  brings  a  greater  rise  or  reac- 
tion from  the  American  people  who  have  had  to  go  out  and  buy 
pharmaceuticals  than  the  unbelievable  cost  of  a  little  bottle  of  $80 
for  the  bottle  or  $100  for  the  bottle  for  a  bunch  of  pills. 

What  you  are  talking  about — sure,  there  is  an  amount  as  far  as 
the  creation  and  development  of  the  drug  is  concerned,  but  you  are 
also  talking  about  the  cost  to  go  out  and  hype  it  up  with  the  doc- 
tors, and  take  them  on  special  trips  and  give  them  special  incen- 
tives, and  the  cost  of  tremendous  advertising. 

I  think  that  of  all  the  problems  in  this  country,  to  senior  citizens 
there  is  none  much  more  important  than  this  one.  You  can  give 
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them  a  cost-of-living  increase  in  their  Social  Security,  but  you  take 
away  far  more  than  the  increase  when  you  get  to  the  point  of  what 
their  drugs  cost  them. 

So  I  want  to  say  to  all  three  of  you  I  am  very  grateful  to  you  for 
making  this  point.  I  think  this  is  a  major  step  in  the  right  direc- 
tion. I  hope  we  don't  confuse  the  issue  and  tie  it  together  with 
other  kinds  of  legislation  or  other  kinds  of  issues.  The  faster  we 
move,  I  think  the  better  served  will  be  this  country. 

I  told  you,  I  think,  the  other  day,  Senator  Pryor,  I  want  to  be  a 
cosponsor  of  your  legislation.  I  am  not  sure  you  heard  me.  I  repeat 
again  to  you  today. 

Senator  Pryor.  Thank  yea. 

Senator  Hatch.  Senator,  I  am  going  to  have  to  look  at  that  legis- 
lation very  carefully  now.  [Laughter.] 

Senator  Pryor.  Especially  after  the  last  few  days,  I  want  you  on 
my  side.  I  don't  want  you  against  me.  [Laughter.] 

The  Chairman.  Senator  Coats. 

Senator  Coats.  Thank  you,  Mr.  Chairman.  It  is  nice  to  see  my 
former  colleagues  and  associates  from  the  House  Energy  and  Com- 
merce Committee.  It  is  good  to  know  that  my  colleague,  Congress- 
man Wyden,  has  lost  none  of  his  enthusiasm  and  crusading,  chal- 
lenging, leading-edge  advocacy  for  certain  points  of  view,  and  it  is 
good  to  have  you  over  here  testifying  before  us,  and  my  colleague, 
Congressman  Cooper,  who  has  made  some  important  contributions 
to  the  committee,  as  has  Congressman  Wyden.  And,  Senator  Pryor5 
thank  you  for  your  testimony. 

I  think,  as  my  colleague,  Senator  Hatch,  has  indicated,  there  ob- 
viously are  two  sides  to  this  equation.  I  think  the  goal  that  we  are 
all  after  is  one  that  would  provide  the  opportunity  for  drug  manu- 
facturers in  the  United  States  to  continue  vital  research,  to  bring 
new  breakthroughs  in  miracle  drugs  and  not-so-miracle  drugs  to 
the  American  public,  but  to  bring  them,  obviously,  to  the  public  at 
a  cost  which  the  public  can  afford. 

The  means  to  that  end  is,  I  think,  what  we  are  arguing  about 
here  and  where  the  disagreement  lies.  I  am  pleased  that  members 
of  the  industry  are  on  the  panel  so  that  they  can  explain  their 
point  of  view. 

Clearly,  in  my  opinion,  the  questions  of  FDA  approval  and  the 
amount  of  time  that  it  takes,  the  resources  that  FDA  has  to  per- 
form that  task,  are  a  critical  factor  that  has  to  be  examined  in 
terms  of  ultimate  cost  of  a  drug.  I  think  we  all  know  or  should 
know  that  development  of  a  new  drug,  many  of  which  have  come 
on  the  market  in  recent  years  and  have  provided  extraordinary 
breakthroughs  in  terms  of  the  way  in  which  we  treat  certain  types 
of  illnesses — that  that  development  is  very,  very  important  to  this 
country,  first  of  all,  for  the  health  of  Americans;  second,  for  the 
competitiveness  of  our  industry,  the  domestic  industry,  worldwide. 

That  research  needs  to  continue.  It  is  impressive  research.  I  have 
toured  and  visited  a  number  of  drug  company  facilities.  An  amaz- 
ing amount  of  money  is  poured  into  that  process.  Many  times,  the 
percentage  rate  of  drugs  that  are  actually  proven  to  be  effective 
and  safe  and  secure — survive,  I  should  say,  the  FDA  approval  proc- 
ess, and  then  secure  approval — that  percentage  is  pretty  low.  And 
so,  obviously,  you  have  got  a  lot  of  losers  that  you  have  to  pay  for 


32 


in  order  to  get  a  winner.  If  we  stifle  that  research  process,  we  deny 
Americans  the  advantages  of  some  of  these  new  drugs. 

The  question  of  what  profit  level  the  drug  companies  should 
achieve,  I  think,  is  one  that  hopefully  we  can  achieve  through  the 
marketplace  and  not  through  a  government  panel.  I  am  very  con- 
cerned that  a  government  review  panel  or  a  government  setting  of 
prices  will  simply  lead  us  down  the  path  to  mediocrity;  that  we  will 
have  drugs  priced  at  a  certain  level,  but  no  competition  within  the 
industry  and  no  new  drugs  coming  on  the  market. 

The  question  of  product  liability  reform— I  disagree  with  my  col- 
league from  Ohio.  I  think  it  absolutely  is  related  here.  The  latest 
estimate  is  that  doctors  perform  about  $30  billion  of  unnecessary 
practice  of  medicine  for  defensive  reasons  to  avoid  malpractice  li- 
ability and  concerns.  I  don't  know  what  the  figure  is  in  terms  of 
costs  to  drug  companies  for  product  liability  violations,  but  that 
clearly  is  a  factor  that  ought  to  be  looked  at  here. 

So  if  we  are  going  to  look  at  excessive  prices,  if  we  are  going  to 
look  at  the  question  of  how  we  maintain  research  and  bring  new 
drugs  to  the  market,  I  think  it  is  absolutely  appropriate  to  look  at 
the  FDA  approval  process  and  to  look  at  product  liability  reform 
because  they  very  much  go  hand  in  hand.  They  are  very  much  a 
part  of  the  ultimate  and  final  price  that  the  consumer  has  to  pay. 

I  don't  like  going  to  the  drug  store  and  purchasing  drugs  for  my 
family  or  for  my  parents  at  some  of  the  prices  that  we  have  to  pay 
any  more  than  anybody  else.  Obviously,  senior  citizens — we  are 
concerned  about  that.  We  are  concerned  about  those  people  who 
are  purchasing  drugs  that  are  under  Medicaid  or  Medicare — our 
senior  citizens,  people  of  limited  incomes.  That  ought  to  be  a  ques- 
tion before  this  panel.  I  think  it  is  an  appropriate  question. 

But  if  we  are  going  to  do  that,  I  think  we  need  to  balance  off  the 
reasons  why  prices  are  high,  the  importance  of  contributions  that 
have  been  made  to  this  country  and  to  the  health  of  our  people 
from  these  new  drugs,  and  what  it  is  going  to  take  to  continue  to 
bring  new  drugs  to  market. 

I  think  an  understanding  of  the  research  drug  approval  process 
and  product  liability  cost  is  a  very  important  part  of  this  whole  dis- 
cussion. So,  Mr.  Chairman,  I  would  hope  that  as  we  go  forward 
here,  we  can  examine  this  whole  question  in  the  broader  context 
because  I  think  it  is  important  to  finding  the  answer  to  do  that. 

The  Chairman.  Senator  Durenberger. 

Senator  Durenberger.  Mr.  Chairman,  in  connection  with  pre- 
paring for  this  hearing,  I  called,  or  my  staff  called  a  number  of 
community  health  centers,  and  so  forth,  in  Minnesota,  and  I  found 
out  again  why  I  went  to  the  floor  after  my  colleague  was  hospital- 
ized and  talked  about  the  drug  industry  in  sort  of  an  inconclusive 
way.  In  fact,  I  ended  up  with  a  papal  encyclical,  and  that  confused 
everybody  as  to  either  my  motivation  or  my  reasons  for  doing  it. 

But  let  me  just  give  you  some  idea  of,  since  the  first  of  year, 
from  the  Model  Cities  Clinic  in  St.  Paul,  these  price  increases. 
What  always  boggles  my  mind  about  the  health  business  is  that 
prices  never  go  down.  I  mean,  every  other  invention  in  America — 
you  know,  when  you  have  something  called  competition  where  the 
consumer  really  is  a  factor  of  some  kind,  prices  eventually  go 
down,  but  in  this  industry. 


83 


Penicillin  went  up  from  $4  to  $9.  How  long  has  penicillin  been 
around?  Tylenol  went  up  from  $1  to  $1.75. 

Senator  Pryor.  Now,  is  this  just  this  year,  Senator  Durenberger? 

Senator  Durenberger.  Yes,  right.  Septra,  the  antibacterial  agent 
for  urinary  tract  infections,  went  from  $5  to  $12;  an  antihistamine, 
Seldane,  from  $45  to  $66;  diabetic  supplies,  from  $4  to  $6.80;  our  old 
friend,  Coumadin,  from  $5  to  $348.  And  the  family  planning  clinics 
report,  at  least  in  St.  Paul,  that  Ortho-novum.  the  birth  control 
pills,  went  from  $.16  to  $1.70. 

I  don't  think  in  this  hearing,  or  maybe  in  this  series  of  hearings, 
we  are  going  to  get  the  answers  to  these  questions,  but  this  is  the 
problem  that  is  plaguing  American  medicine  today.  That  is  why 
places  like  Oregon  are  doing  such  a  wonderful  job  in  trying  to  deal 
both  with  access  and  costs  at  the  same  time. 

I  would  say  to  my  friends  in  the  drug  industry  that  mainly  what 
you  are  hearing  from  all  of  us  is  a  plea,  if  you  will,  to  try  to  ex- 
plain what  it  is  you  are  doing5  why  you  are  doing  it,  and  how  we 
can  capture  both  the  invention  and  the  economies,  because  we  are 
not  getting  the  economies. 

We  all  know  how  this  business  works.  You  know,  the  consumer 
can't  control  the  price,  can't  control  the  quality,  and  can't  control 
the  need.  So  who  does  it?  The  docs,  right?  And  the  docs  are  at  the 
resorts  and  doing  all  the  rest  of  the  sort  of  thing  that  you  have 
been  accused  of,  and  that  is  a  reality.  We  all  know  that. 

And  the  docs  will  use  malpractice  as  a  defense,  and  I  want  every- 
body to  know  that  tomorrow  my  colleagues,  Jack  Banforth,  John 
McCain,  and  I  will  be  introducing  a  medical  liability  bill  which 
deals  not  only  with  changes  for  malpractice,  but  drugs  and  devices 
as  well,  because  you  have  to  capture  all  of  the  technology. 

If  you  are  going  to  deal  with  the  issue  of  the  appropriate  practice 
of  medicine,  you  have  got  to  give  these  people  some  reason  to  make 
appropriate  prescriptions  other  than  that  they  get  a  free  trip  from 
a  drug  manufacturer  for  continuing  to  use  whatever  product  comes 
out  of  that  particular  manufacturer.  And  with  all  due  respect  to 
the  medical  profession,  they  just  need  to  be  appropriately  armed 
with  the  ability  to  make  appropriate  decisions. 

Invention  in  America  is  a  wonderful  thing,  and  people  who 
travel  at  all  to  the  third  world  and  have  to  deal  with  the  intellectu- 
al property  rights  know  why  countries  are  reluctant  to  do  intellec- 
tual property  right  law  changes.  It  is  because  they  want  to  protect 
either  their  own  drug  industry  or  they  have  got  problems  with 
some  of  the  generic  drugs  in  this  country,  and  so  forth.  And  it  is 
the  drug  manufacturers  in  this  country  that  are  behind  changes  in 
intellectual  property  laws. 

Invention  is  terrific,  and  as  you  said,  thank  God  they  are  there.  I 
mean,  it  is  a  wonderful  thing  to  have  this  invention.  The  whole 
world  has  benefited  from  American-made  drugs,  but  the  cost  of 
medicine  is  going  up  in  every  encounter.  The  intensity  of  every 
single  encounter  in  this  system  is  going  up  because  of  technology, 
and  so  somewhere  we  have  to  find  that  balance. 

I  do  the  same  thing  you  do;  I  beat  on  them  and  I  use  these  horri- 
ble examples,  and  so  forth.  And  I  don't  know  how  far  that  is  going 
to  get  us  because  they  aren't  bad  people,  you  know.  It  is  just,  I 
think,  they  are  caught  in  the  same  revolving  situation  that  every- 
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body  is  in  in  this  country.  You  know,  stay  in  medical  school  two 
more  years  and  that  is  worth  another  $200,000;  you  know;  come  up 
with  a  new  device. 

TPA  and  streptocyanase — I  don't  know  which  one  you  had,  but 
there  is  $2,000  difference.  You  know,  is  it  worth  that  $2,000  differ- 
ence? 

Senator  Pryor.  One  of  those  shots — I  don't  want  to  get  into  my 
personal  situation — was  $3,000,  one  shot. 

Senator  Durenberger.  Well,  anyway,  Mr.  Chairman,  I  certainly 
have  sympathy  for  what  you  are  trying  to  do,  and  I  thought  I 
would  read  into  the  record  those  realities  out  there  in  Minnesota 
that  would  certainly  benefit  from  the  passage  of  this  bill.  But  as 
you  said  earlier,  it  is  not  going  to  solve  the  overall  problem. 

The  Chairman.  We  want  to  thank  our  panelists,  and  we  will  look 
forward  to  working  with  you.  As  I  said,  we  are  dealing  here  with 
just  the  price  of  drugs  to  the  community  health  centers  and  the 
black  lung  clinics  and  the  other  clinics;  this  is  really  just  a  drop  in 
the  bucket.  But  we  are  going  to  make  every  effort  to  get  the  legis- 
lation addressing  this  problem  passed  this  year,  and  we  may  deal 
with  these  broader  issues  as  well,  but  we  have  every  intention  of 
pressing  the  cause  of  the  public  health  clinics.  Thank  you  very 
much  for  coming  over. 

Mr.  Wyden.  Thank  you,  Mr.  Chairman. 

The  Chairman.  Thanks  very  much. 

Our  second  panel  is  here  to  talk  about  the  stories  that  lie  behind 
the  drug  price  numbers  we  have  heard.  These  individuals  struggle 
daily  to  provide  health  care  to  our  most  vulnerable  citizens  in  the 
face  of  growing  numbers  of  poor  and  uninsured  citizens. 

Our  first  witness  is  Jose  Camacho.  Mr.  Camacho  is  the  executive 
director  of  the  Texas  Association  of  Community  Health  Centers 
and  the  founder  of  a  drug  purchasing  system  which  has  saved 
scarce  dollars  for  the  community  and  migrant  health  centers. 

Our  second  witness  is  Leslie  Tarr  Laurie.  Ms.  Laurie  is  the  exec- 
utive director  of  the  Family  Planning  Council  of  Western  Massa- 
chusetts, a  longtime  family  planning  grantee.  The  Council  just  re- 
cently was  awarded  a  Ryan  White  AIDS  grant.  I  would  like  to  com- 
mend Ms.  Laurie  for  her  work  with  the  Western  Massachusetts 
AIDS  Consortium. 

Third  is  Rick  Sampson,  who  runs  the  Maryland  Alcohol  and 
Drug  Abuse  Administration.  Mr.  Sampson  will  tell  us  about  the 
impact  of  methadone  price  increases  on  his  and  other  States'  drug 
treatment  programs. 

The  fourth  witness  is  Dr.  Michael  Silver,  who  is  the  medical  di- 
rector of  a  community  mental  health  clinic  in  Providence,  RI.  Dr. 
Silver  alerted  this  committee  to  the  problems  being  experienced  by 
these  clinics  caused  by  the  price  increases  for  certain  anti-psychotic 
drugs. 

Senator  Mikulski  is  not  here  today,  but  she  wanted  me  to  extend 
a  warm  welcome.  She  is  over  at  the  Appropriations  Committee. 
She  is  a  cosponsor  of  the  Prudent  Purchasing  Act,  and  I  will  put 
her  statement  in  the  record. 

[The  prepared  statement  of  Senator  Mikulski  follows:] 
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Prepared  Statement  of  Senator  Mikulski 

Mr.  Chairman,  I  am  very  pleased  that  you  are  holding  this  hear- 
ing on  prescription  drug  prices.  I  hear  from  my  constituents  con- 
stantly about  the  high  prices  of  prescription  drugs.  Many  feel  they 
are  held  hostage  to  the  drugs.  Without  these  drugs,  they  may  die. 
So  they  have  no  real  choice.  Either  pay  the  big  bucks,  or  suffer  the 
consequences. 

As  you  know,  Mr.  Chairman,  I  have  already  witnessed  the  bla- 
tant abuses  of  the  drug  companies.  They  have  threatened  to  raise 
the  prices  of  prescription  drugs  to  our  veterans.  As  Chair  of  the 
HUD-VA-Independent  Agencies  Appropriations  Subcommittee,  I 
was  told  that  the  VA  expected  a  $90  million  increase  in  prescrip- 
tion drug  costs.  This  would  mean  $90  million  that  could  have  been 
used  on  other  important  health  care  services.  I  was  shocked.  This 
massive  increase  was  unacceptable  to  me  and  my  colleagues,  and 
we  chose  to  improve  the  VA's  bargaining  power  with  the  prescrip- 
tion drug  companies. 

I  said  at  the  time,  that  if  the  pharmaceutical  manufacturers  con- 
tinue to  impose  exponential  price  increases,  the  Senate  would  have 
to  consider  taking  whatever  steps  are  necessary  to  confront  the 
problem.  Well,  I  have  heard  that  many  non-profit  organizations  are 
facing  the  same  problems  faced  by  the  VA.  These  organizations  in- 
clude family  planning,  drug  treatment,  migrant  health,  and  black 
lung  clinics  across  the  country.  You,  Mr.  Chairman,  have  tried  to 
stem  the  tide  of  these  rising  prices  with  your  own  legislation.  I 
have  cosponsored  that  legislation  because  I  believe  that  the  pillage 
taking  place  in  the  prescription  drug  market  must  be  stopped.  This 
is  one  of  the  steps  the  Senate  must  take  to  improve  the  delivery  of 
cost-effective  health  care  in  this  country. 

Why  is  this  such  a  big  deal?  If  it  were  just  increasing  prices  for 
research  and  development,  I  think  the  American  people  would  be 
able  to  understand.  But  the  price  increases  we  see  in  the  multi-bil- 
lion dollar  pharmaceutical  industry  are  not  only  two  to  three  times 
faster  than  the  general  inflation  rate,  they  are  growing  10  percent 
to  15  percent  faster  than  the  health  care  inflation  rate! 

Our  colleague  from  Arkansas,  Senator  Pryor,  recently  revealed 
some  startling  facts  about  these  increases  in  prices.  One  example 
he  used  was  Synthroid,  a  thyroid  hormone  substitute  that  has  been 
on  the  market  since  1938.  This  drug's  price  has  increased  104  per- 
cent since  1985.  Others  have  increased  by  similar  amounts  and  I 
hope  he  will  tell  us  about  his  report. 

In  addition  to  these  increases,  there  is  evidence  that  the  drug 
companies  are  putting  money  into  wining  and  dining  doctors  to 
convince  them  to  use  a  particular  drug.  Senator  Pryor  has  estimat- 
ed that  all  this  wining  and  dining  carries  a  billion  dollar  price  tag 
with  it.  Is  this  really  necessary?  Is  this  a  proper  use  of  our  health 
care  dollars?  I  believe  it  is  improper,  Mr.  Chairman,  and  think  it 
indicates  a  great  deal  of  leeway  for  reducing  the  drug  costs  to  the 
American  people. 

I  look  forward  to  the  testimony  presented  today,  Mr.  Chairman.  I 
am  particularly  pleased  that  Rick  Sampson  from  the  Maryland  Al- 
cohol and  Drug  Abuse  Administration  is  here  to  tell  us  about  the 
problems  his  program  is  facing.  Maryland's  budget  deficit  is  not 
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going  away  and  these  drug  price  increases  are  not  making  his  life 
any  easier.  I  hope  that  we  will  be  able  to  continue  to  work  on  these 
difficult  problems  so  that  the  American  people  can  get  the  medical 
treatments  they  need  at  a  reasonable  price. 
The  Chairman.  Mr.  Camacho. 

STATEMENTS  OF  JOSE  CAMACHO,  EXECUTIVE  DIRECTOR,  TEXAS 
ASSOCIATION  OF  COMMUNITY  HEALTH  CENTERS,  AUSTIN,  TX, 
ON  BEHALF  OF  THE  NATIONAL  ASSOCIATION  OF  COMMUNITY 
HEALTH  CENTERS;  LESLIE  TARR  LAURIE,  EXECUTIVE  DIREC- 
TOR, FAMILY  PLANNING  COUNCIL  OF  WESTERN  MASSACHU- 
SETTS, AND  PAST  PRESIDENT,  NATIONAL  FAMILY  PLANNING 
AND  REPRODUCTIVE  HEALTH  ASSOCIATION,  NORTHAMPTON, 
MA;  HOWARD  R.  SAMPSON,  DIRECTOR,  MARYLAND  ALCOHOL 
AND  DRUG  ABUSE  ADMINISTRATION,  BALTIMORE,  MD;  AND  MI- 
CHAEL A.  SILVER,  MEDICAL  DIRECTOR,  THE  PROVIDENCE 
CENTER  FOR  COUNSELING  AND  PSYCHIATRIC  SERVICES, 
PROVIDENCE,  RI 

Mr.  Camacho.  Mr.  Chairman,  members  of  the  committee,  I  ap- 
preciate the  opportunity  to  speak  to  you  today  on  behalf  of  the  Na- 
tional Association  of  Community  Health  Centers  and  the  more 
than  600  community  and  migrant  health  centers  serving  6.2  mil- 
lion medically-underserved  Americans  in  urban  and  rural  commu- 
nities across  the  country. 

Since  the  passage  of  the  Medicaid  Anti-Discriminatory  Drug 
Price  and  Patient  Restoration  Act,  what  has  become  known  as  the 
Pryor  bill,  we  have  been  concerned  that  our  drug  pricing  would 
drastically  increase  and  that  our  centers  would  no  longer  be  able  to 
afford  even  the  limited  number  of  medications  we  now  provide. 
Our  concern  is  not  caused  by  the  legislation,  but  how  pharmaceuti- 
cal companies  have  reacted  to  that  legislation. 

At  the  outset,  I  want  to  make  it  clear  that  Senator  Pryor  and 
Congressmen  Wyden  and  Cooper  should  be  commended  for  their  ef- 
forts to  save  the  Medicaid  program  an  estimated  $5  billion  over  the 
next  5  years.  It  is  through  their  efforts  that,  in  Texas,  we  have 
been  able  to  increase  accessibility  to  the  Medicaid  program  for 
pregnant  women  to  185  percent  of  poverty  and  remove  the  assets 
test,  something  we  have  been  trying  to  do  for  20  years.  We  have 
done  that  since  the  passage  of  the  Pryor  legislation. 

I  believe,  however,  that  there  was  an  assumption  that  Medicaid 
prices  would  be  reduced  to  those  offered  by  a  manufacturer  to  their 
best  customers.  While  some  originally  predicted  the  drug  manufac- 
turers would  react  to  this  legislation  by  increasing  their  drug 
prices,  including  their  best  prices,  to  offset  any  loss  of  revenues, 
certainly  no  one  predicted  that  the  price  of  some  drugs  would  more 
than  double,  as  reported  by  the  Inspector  General. 

But  this,  in  fact,  is  happening  and  will  continue  to  an  even  great- 
er degree  once  long-term  contracts  begin  to  expire  at  the  end  of 
this  year.  For  example,  Mr.  Chairman,  for  nearly  2  years  now  in 
Texas,  we  have  been  paying  $152.78  for  the  5-milligram,  1,000- 
count  of  glyburide.  With  few  exceptions,  centers  presently  pay  be- 
tween $151.26  and  $157.31  for  this  product.  Glyburide  is  an  anti- 
diabetic usually  prescribed  to  adults  who  develop  diabetes  after  30 
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years  of  age.  The  drug,  when  properly  taken,  has  the  effect  of  con- 
trolling uncomplicated  cases  of  diabetes  and  avoiding  the  drastic, 
very  costly  side  effects  encountered  when  individuals  do  not  prop- 
erly treat  this  disease. 

Recently,  we  have  been  informed  by  the  company  that  supplies 
our  Texas  centers  that  unless  legislation  to  protect  our  centers  is 
enacted,  our  prices  will  increase  to  approximately  $287  for  the 
same  drug.  If  we  assume  that  this  company  was  making  a  reasona- 
ble profit  from  Texas  centers  at  the  $152  price,  then  we  must  ask 
what  drastic  changes  have  occurred  in  this  market  to  cause  the 
pricing  to  skyrocket  by  almost  89  percent. 

If  price  increases  on  glyburide  were  the  only  thing  we  had  to 
concern  ourselves  with,  perhaps  we  could  adjust  to  this  increase 
without  affecting  services,  but  this  is  not  the  case.  A  large  majority 
of  the  prices  that  we  are  currently  paying  were  negotiated  and 
went  into  effect  on  October  1,  1990,  before  the  enactment  of  the 
Pry  or  legislation.  Although  these  prices  were  only  effective 
through  September  30,  we  have  asked  companies  participating  with 
our  purchasing  group  to  extend  their  pricing  through  the  end  of 
the  calendar  year.  Most  companies  were  willing  to  accommodate 
our  needs.  However,  of  the  1,012  products  on  our  formulary,  almost 
18  percent  increased  an  average  percent  of  43  percent. 

Generic  drugs  are  also  incurring  drastic  price  increases.  A  good 
example  of  this  is  the  325-milligram  generic  aspirin  which  we  pur- 
chase. This  has  increased  almost  20  percent  during  the  last  year. 
Since  generic  aspirin  is  not  covered  under  Medicaid  or  prescribed 
by  physicians,  and  since  there  has  been  no  real  substantial  re- 
search or  marketing  effort  on  this  particular  product  since  the 
1800's,  it  is  hard  to  fathom  why  this  drug  would  increase  such  a 
great  deal. 

These  price  increases  are  particularly  hard  for  our  centers  along 
the  border  to  understand,  given  the  fact  that  a  5-milligrarn  tablet 
of  glyburide  by  the  same  manufacturer,  the  same  exact  pill,  sells  to 
the  public—and  that  is  retail — for  a  bit  more  than  two  cents  per 
tablet  in  Mexico.  Most  centers  purchase  the  same  medication  for 
approximately  15  cents  per  tablet.  This  price  is  scheduled  to  in- 
crease to  28  cents  per  tablet  at  the  end  of  this  year. 

In  an  attempt  to  better  quantify  pharmaceutical  price  increases 
for  centers  throughout  the  country,  our  National  Association  of 
Community  Health  Centers  recently  conducted  a  national  survey  of 
its  members.  The  average  price  increase  experienced  in  the  last  12 
months  was  82  percent. 

We  believe  that  S.  1729  is  a  good  initial  step  toward  slowing  the 
steep  drug  price  increases  being  experienced  by  centers.  However, 
because  of  the  way  manufacturers  have  reacted  to  the  Pryor  legis- 
lation, we  continue  to  be  concerned  that  additional  remedies  are 
necessary, 

Senators,  you  may  hear  various  proposals  for  voluntary  solutions 
to  the  problems  faced  by  our  centers  here  today.  Such  proposals 
would  suggest  that  this  problem  can  be  resolved  without  the  need 
for  Congressional  intervention.  We  have  evidence  to  suggest  other- 
wise. 

Recently,  Mr.  Chairman,  we  surveyed  91  manufacturers  who  par- 
ticipate with  our  purchasing  group.  The  survey  asked  one  simple 
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question:  Would  you  be  willing  to  provide  the  Medicaid  price  to  the 
Texas  Association  of  Community  Health  Centers,  or  the  best  price? 
Of  the  surveys  we  sent  out,  we  received  29;  only  5  responded  that 
they  would.  For  this  reason,  we  do  not  believe  that  a  voluntary 
effort  would  ensure  even  Medicaid  best  price,  much  less  an  afford- 
able price  to  community  health  centers. 

Thank  you,  Senators,  for  your  leadership,  and  I  thank  Senator 
Kennedy  for  his  introduction  of  S.  1729,  and  your  coauthorship  of 
it,  Senator  Metzenbaum.  We  look  forward  to  working  with  the  staff 
of  the  committee  to  craft  a  workable  solution  to  this  very  serious 
problem. 

[The  prepared  statement  of  Mr.  Camacho  follows:] 
Prepared  Statement  of  Mr.  Camacho 

Mr.  Chairman  and  members  of  the  committee:  My  name  is  Jose  Camacho;  I  am 
director  of  the  Texas  Association  of  Community  Health  Centers,which  represents  28 
community  and  migrant  health  centers.  This  year  these  28  centers  will  serve  in 
excess  of  270,000  low-income,  uninsured  and  medically  underserved  Texans.  I  appre- 
ciate the  opportunity  to  speak  with  you  today,  on  behalf  of  the  National  Association 
of  Community  Health  Centers  and  the  more  than  600  community,  migrant  and 
homeless  health  centers  serving  6.2  million  medically  underserved  Americans  in 
urban  and  rural  communities  across  the  country. 

A  large  majority  of  the  population  served  by  our  centers  in  Texas,  and  nation- 
wide, are  the  least  fortunate  of  our  society.  In  many  instances  these  patients  would 
have  no  access  to  primary  health  care  were  it  not  for  our  centers.  In  the  past  few 
years  we  have  seen  this  population  grow  while  our  funding  has  remained  stagnant 
or  barely  increased.  Many  of  our  centers  now  have  long  patient  waiting  lists.  These 
lists  vary  and  usually  mean  a  new  patient  may  have  to  wait  anywhere  from  3  to  18 
months  to  register  for  care.  Some  centers  have  even  taken  the  drastic  step  of  not 
accepting  any  new  clients. 

In  order  to  deal  with  the  ever-growing  demand  for  our  services,  without  signifi- 
cant increases  in  our  budgets,  health  centers  nationwide  have  implemented  a  multi- 
tude of  cost-saving  measures  aimed  at  reducing  the  cost  of  our  operations  without 
affecting  services  to  our  clients.  An  example  of  this  is  the  pharmaceutical  purchas- 
ing group  in  Texas.  Since  1987,  the  Texas  Association  of  Community  Health  Centers 
has  operated  this  group.  As  a  result,  members  of  the  group  have  realized  tremen- 
dous savings.  In  a  time  of  escalating  pharmaceutical  prices,  the  pharmaceutical  ex- 
penditures of  the  Texas  centers  have  decreased  an  average  of  20  percent  overall. 
During  the  past  two  years,  the  group  has  added  centers  from  Colorado  and  Califor- 
nia. Unfortunately  we  have  done  all  that  we  can  in  the  area  of  cost-cutting.  If  our 
centers  are  faced  with  further  significant  cost  increases,  there  is  only  one  thing  left 
for  us  to  do:  Cut  services. 

My  purpose  here — and  the  concern  of  NACHC  and  all  health  centers — today  is  to 
try  and  avoid  this  latter  alternative.  Since  the  passage  of  the  Medicaid  Anti-Dis- 
criminatory Drug  Price  and  Patient  Restoration  Act  of  1990  (The  Pryor  Bill)  we 
have  been  concerned  that  our  drug  prices  would  drastically  increase  and  that  our 
centers  would  no  longer  be  able  to  afford  even  the  limited  number  of  medications 
we  now  provide  to  our  patients.  Our  concern  is  not  caused  by  the  legislation,  but  by 
how  many  pharmaceutical  companies  have  reacted  to  the  legislation. 

At  the  outset  I  want  to  make  it  clear  that  Senator  Pryor  and  Congressmen  Ron 
Wyden  and  Jim  Cooper  should  be  commended  for  their  efforts  to  save  the  Medicaid 
program  an  estimated  3  billion  dollars  over  the  next  5  years.  I  believe,  however, 
that  there  was  an  assumption  that  Medicaid  prices  would  be  reduced  to  those  prices 
charged  by  a  manufacturer  to  their  best  customers.  While  some  originally  predicted 
that  drug  manufacturers  would  react  to  this  legislation  by  increasing  their  drug 
prices,  including  their  best  prices,  to  offset  any  loss  of  revenue,  certainly  no  one  pre- 
dicted that  the  price  of  some  drugs  would  more  than  double  as  reported  by  the  In- 
spector General,  Richard  P.  Kusserow. 

But  this,  in  fact,  is  happening  and  will  continue,  to  an  even  greater  degree  once 
long-term  contracts  begin  to  expire  at  the  end  of  this  year.  For  example,  for  nearly 
two  years  now  Texas  Centers  have  been  paying  $152.78  for  the  5mg,  1,000  count  of 
glyburide.  With  few  exceptions,  centers  presently  pay  between  $151.26  and  $157.31 
for  this  product.  Glyburide  is  an  oral  antidiabetic  usually  prescribed  to  adults  who 
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develop  diabetes  after  30  years  of  age  and  who  do  not  require  insulin  shots.  The 
drug,  when  properly  taken,  has  the  effect  of  controlling  uncomplicated  cases  of  dia- 
betes and  avoiding  the  drastic  and  very  costly  side  effects  encountered  when  individ- 
uals do  not  properly  treat  this  disease.  Recently,  we  were  informed  by  the  company 
that  supplies  Texas  centers,  that  unless  legislation  to  protect  our  centers  is  enacted, 
our  prices  would  increase  to  approximately  S287  for  the  same  drug  at  the  end  of  our 
present  contract  period.  If  we  assume  that  this  company  was  making  a  reasonable 
profit  from  Texas  centers  at  the  $152  price,  then  we  must  ask,  "What  drastic 
changes  have  occurred  in  this  market  to  cause  our  pricing  to  skyrocket  by  almost  89 
percent?" 

Let  me  give  you  an  example  of  the  devastating  affect  this  price  change  has  on 
services  to  our  clients.  This  year  we  estimate  that  Texas  centers  will  pay  §107,557.12 
for  this  size  and  strength  of  glyburide  alone.  If  the  quoted  price  increase  are  put 
into  effect,  our  centers  will  pay  an  estimated  8202,048  for  this  same  product  size  and 
strength  next  year.  Translated  into  human  terms,  this  will  mean  that  Texas  centers 
will  provide  approximately  2,780  fewer  visits  next  year  as  a  result  of  this  company's 
price  increases  on  this  one  product,  size  and  strength. 

All  totaled,  we  estimate  that  we  will  pay  8175,562  for  all  strengths  and  sizes  of 
glyburide  in  our  centers  in  the  current  calendar  year.  Assuming  similar  price  in- 
creases are  affected  for  all  strengths  and  sizes  of  this  product  during  the  next  calen- 
dar year,  we  estimate  that  our  centers  will  pay  an  additional  $154,143.36.  Unless 
some  meaningful  protection  is  enacted  for  our  centers,  this  will  mean  4,533  fewer 
visits  for  clients  we  presently  serve  due  to  price  increases  in  glyburide  alone. 

This  is  more  than  anecdotal  evidence  of  possible  price  increase.  Three  health  cen- 
ters in  three  separate  states  have  recently  reported  paying  prices  that  varied  from 
$257.01  to  $287.84  for  theSmg,  1,000  count  of  glyburide.  I  must  also  emphasize  that 
this  is  what  we  have  been  told  will  happen  by  company  representatives.  And  this  is 
just  one  product. 

This  year  we  will  also  spend  approximately  $187,724  on  insulin  products.  Centers 
around  the  country  have  reported  large  price  increases  for  insulin,  which  is  prob- 
ably the  most  commonly  used  drug  at  centers,  ranging  from  162  percent  for  the 
price  of  70-30  premixed  human  insulin  to  31.6  percent  for  the  semi-synthetic  human 
insulin. 

These  two  insulin  products  are,  in  fact,  our  highest  volume  insulins  in  Texas.  An 
increase  in  our  prices  comparable  to  those  reported  by  other  centers  around  the 
country  would  cost  Texas  clinics  an  amount  equal  to  serving  4,451  patient  visits  per 
year. 

Based  on  Bureau  Common  Reporting  Requirements  data,  centers  nationwide 
spent  $58.7  million  during  1990  on  drugs.  This  represented  a  13  percent  increase 
over  1989.  If  drug  price  increases  to  centers  maintain  the  same  pace  as  prescription 
drug  inflation  generally  as  reported  by  the  Senate  Aging  Committee,  during  the 
first  6  months  of  this  year  alone  the  budgets  at  centers  would  have  required  an  in- 
crease of  an  astounding  S6.5  million  to  provide  the  same  level  of  service  as  was  pro- 
vided to  our  clients  in  1990.  We  cannot  keep  up  with  such  staggering  increases  and 
fulfill  our  goal  of  providing  services  to  the  underserved  without  your  immediate 
help. 

If  price  increases  on  glyburide  and  insulin  were  all  we  had  to  concern  ourselves 
with,  perhaps  we  could  adjust  to  meet  these  increases  without  affecting  services. 
But  this  is  not  the  case.  As  I  explained  previously,  Texas  started  a  pharmaceutical 
purchasing  group  in  1987.  A  large  majority  of  the  prices  we  are  currently  paying 
were  negotiated  and  went  into  effect  on  October  1,  1990,  before  the  enactment  of  the 
Pryor  Legislation.  Although  these  prices  were  only  effective  through  September  30, 
1991,  we  asked  all  the  companies  participating  with  our  group  to  extend  their  pric- 
ing through  the  end  of  this  calendar  year.  Most  companies  were  willing  to  accommo- 
date our  needs.  However,  of  the  1,012  product  sizes  and  strengths  on  our  formulary 
almost  18  percent  increased  in  price  an  average  of  43.34  percent.  This  bidding  cycle 
helped  us  realize  that  drug  price  increases  were  not  due  solely  to  increases  in  single 
source  innovator  drugs.  Generic  drugs  also  are  incurring  substantial  increases.  Insu- 
lin is  a  good  example  of  increases  in  the  generic  market.  But  there  are  others: 

— 325mg  Aspirin  tablets  increased  almost  20  percent; 

— 500mg  Ascorbic  Acid  tablets,  used  in  the  treatment  of  Vitamin  C  deficiency  in- 
crease 27  percent; 

— Aspirin,  enteric  coated  tablets  increased  by  an  average  of  35  percent;  and, 
— some  pediatric  vitamins  increased  by  over  30  percent. 

Since  aspirin  is  not  covered  under  Medicaid  or  prescribed  by  physicians,  and  since 
there  has  been  no  substantial  research  or  marketing  effort  on  this  particular  prod- 
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uct  since  the  1800's,  it  is  hard  to  fathom  why  this  drug  would  increase  such  a  great 
deal. 

These  price  increases  are  particularly  hard  for  our  centers  along  the  U.S.-Mexico 
border  to  understand  if  you  consider  that  by  merely  crossing  a  bridge,  in  some  cases 
a  five  minute  trip,  you  can  obtain  some  of  our  most  expensive  drugs  at  substantial 
discounts.  For  example: 

— This  year  our  clinics  will  pay  approximately  $134,474  for  150mg  tablets  of  Rani- 
tidine, used  in  the  treatment  of  ulcers.  This  works  out  to  $1.02  per  tablet.  This 
medication  by  the  same  manufacturer  was  purchased  for  $0,344  per  tablet  on 
October  10,  1991  in  Matamoros,  Mexico— a  short  5  minute  drive  from  our  clinic 
in  Brownsville. 

— Similarly  the  250mg  suspension  form  of  Augmentin,  a  penicillin  used  in  the 
treatment  of  bacterial  infections,  sells  to  us  for  $32.70  per  150ml  bottle.  In 
Mexico,  the  public  can  obtain  a  similar  quantity  of  Augmentin  for  only  $12.54 
per  bottle. 

— A  5mg  tablet  of  Glyburide  sells  to  the  public  for  $0.78  per  30  tablets  or  a  bit 
more  than  $0.02  per  tablet  in  Mexico.  Most  centers  purchase  this  same  medica- 
tion for  approximately  $0.15  per  tablet.  This  price  is  scheduled  to  increase  in 
January  to  approximately  $0.28  per  tablet. 

— The  17mg  inhaler  of  Albuterol,  used  to  treat  the  symptoms  of  bronchial  asthma, 
chronic  bronchitis,  emphysema  and  other  lung  diseases  so  common  amongst  our 
farmworkers,  sells  to  the  public  for  $3.72.  Although  the  same  company  markets 
this  product  in  both  Mexico  and  the  United  States,  the  same  product  currently 
sells  in  the  United  States  for  $5.95  per  inhaler,  four  clinics  located  in  Florida, 
Maryland  and  California  have  been  quoted  a  price  of  $13.20  per  inhaler  as  their 
future  price. 

In  an  attempt  to  better  quantify  pharmaceutical  price  increases  for  centers 
throughout  the  country,  NACHC  recently  conducted  a  national  survey  of  its  mem- 
bers. Out  of  141  responses,  75  did  not  operate  their  own  pharmacies  and  therefore 
had  to  refer  patients  out,  guaranteeing  full  impact  of  any  price  increases  directly  on 
the  non-Medicaid  patient.  Sixty  with  pharmacies  responded,  giving  prices  for  Sep- 
tember 1990  and  currently,  for  their  top  five  drugs  by  volume. 

The  average  increase  in  price  experienced  in  the  last  twelve  months  was  82  per- 
cent. Some  drugs  did  not  increase  in  price,  such  as  at  centers  with  multi-year  con- 
tracts; these  prices  are  nevertheless  included  in  this  average,  for  just  those  drugs 
that  did  increase  in  price  over  that  period  between  September  1990  and  the  present, 
the  average  increase  was  114  percent  in  one  year.  In  ten  cases,  prices  of  drugs  to  the 
centers  increased  by  more  than  500  percent,  with  the  greatest  being  2.131  percent; 
for  two  other  drugs,  the  increases  were  over  1,000  percent  as  well. 

We  found  wide  variation  in  increases  both  within  manufacturers  and  across  cate- 
gories of  drugs.  For  example,  one  manufacturer  named  15  times  was  exacting  in- 
creases from  centers  ranging  from  8  percent  to  an  almost  1,700  percent;  two-thirds 
of  the  15  drugs  centers  bought  from  this  company  increased  over  150  percent  (the 
average  increase  was  514  percent.  Other  manufacturers  showed  average  increases  of 
215  percent  (six  drugs),  197  percent  (5  drugs),  174  percent  (11  drugs),  154  percent  (10 
drugs),  and  87  percent  (seven  drugs).  These  well-known  companies'  rates  accounted 
for  over  10  percent  of  the  drugs  in  NACHC's  sample. 

By  category,  increases  were  spread  as  well.  For  those  drugs  with  any  increase  in 
price,  gastrointestinal  and  diabetes  medications  increased  an  average  of  17  percent 
and  31  percent  respectively,  antibiotics  increased  an  average  of  75  percent,  and  car- 
diovascular medications  increased  184  percent  in  one  year. 

Mr.  Chairman,  we  believe  that  the  "Public  Health  Clinic  Prudent  Pharmaceutical 
Purchasing  Act,"  S.  1729,  is  a  good  initial  step  toward  slowing  the  steep  drug  price 
increases  being  experienced  by  centers.  However,  because  of  the  way  manufacturers 
have  reacted  to  the  Pryor  Legislation,  we  continue  to  be  concerned  that  additional 
remedies  may  be  necessary.  Richard  P.  Kusserow,  Inspector  General,  recently  rec- 
ommended," . . .  that  a  legislative  proposal  be  made  to  redefine  best  price  under  Sec- 
tion 1927  on  a  constant  basis,  (such  as)  based  upon  prices  as  they  existed  in  October, 
1990,  and  adjusted  for  increases  in  the  Consumer  Price  Index-Urban  (CPI-U)."  Such 
legislation  may  be  necessary  in  the  future  if  the  Best  Price  Provisions  of  the  Pryor 
Bill  are  to  have  any  meaning. 

In  addition,  we  would  urge  this  committee,  Mr.  Chairman,  to  explore  options  for 
discount  prices  to  clinics  at  the  point  of  purchase.  This  could  possibly  be  accom- 
plished through  existing  wholesale  channels.  For  example,  we  believe  that  consider- 
ation should  be  given  to  providing  PHS  Act  grantees  the  prices  available  to  the  De- 
partment of  Veterans  Affairs  under  the  Federal  Depot  Program.  We  understand 
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that  these  prices  are  the  lowest  available  to  any  purchaser,  and  believe  that  a 
method  should  be  found  to  make  them  available  to  PHS  Act  grantees. 

Finally,  Mr.  Chairman,  you  may  hear  calls  for  voluntary  solutions  to  the  prob- 
lems faced  by  our  centers.  Such  proposals  would  suggest  this  problem  can  be  re- 
solved without  the  need  for  Congressional  intervention.  We  have  evidence  to  suggest 
otherwise.  Recently,  Mr.  Chairman,  we  surveyed  91  manufacturers  who  participate 
in  our  purchasing  program.  The  survey  asked  one  simple  question:  "Would  you  be 
willing  to  provide  the  Medicaid  'best  price'  to  the  Texas  Association  of  Community 
Health  Centers?"  Only  5  of  the  29  manufacturers  who  responded  indicated  that  they 
would  provide  us  the  Medicaid  "best  price."  For  this  and  other  reasons  we  do  not 
believe  that  a  voluntary  effort  alone  would  ensure  the  Medicaid  "best  price"  to  our 
centers. 

Thank  you,  Mr.  Chairman,  for  your  leadership  on  this  issue  and  for  introducing  S. 
1729.  We  look  forward  to  working  with  you  and  your  staff  to  draft  a  workable  solu- 
tion to  this  serious  problem. 

Senator  Metzenbaum  [presiding].  Thank  you  very  much,  Mr.  Ca- 
macho.  I  think  that  we  will  hold  our  questions  until  we  have  heard 
from  all  the  panel  members. 

Ms.  Laurie,  we  are  happy  to  hear  from  you. 

Ms.  Laurie.  Thank  you.  First,  I  wanted  to  ask  that  my  complete 
statement  be  put  into  the  record. 

Senator  Metzenbaum.  All  of  the  statements  of  the  witnesses  will 
be  included  in  the  record  in  their  entirety. 

Ms.  Laurie.  Thank  you,  and  also  I  would  like  to  put  in  the 
record  a  study  which  was  just  released  by  the  Alan  Gutmacher  In- 
stitute, which  is  a  national  study  which  shows  the  dramatic  in- 
crease in  drug  pricing  across  the  country  for  family  planning  pro- 
grams. 

Senator  Metzenbaum.  Without  objection,  it  will  be  included. 
[The  information  referred  to  follows:] 

A  Study  by  the  Alan  Gutmacher  Institute 

October  10,  1991 

Senator  Edward  M.  Kennedy 

Chairman,  Committee  on  Labor  and  Human  Resources 
428  Dirksen  Senate  Office  Building 
Washington,  DC 

Dear  Senator  Kennedy:  In  response  to  a  request  from  the  Committee  on  Labor 
and  Human  Resources  for  information  concerning  increased  costs  of  pharmaceuti- 
cals to  grantees  under  Title  I  of  the  Public  Health  Service  Act,  The  Alan  Gutt- 
macher  Institute  undertook  and  small-scale  study  of  the  issue.  The  results  of  that 
effort  are  attached. 

The  study  found  that  the  prices  family  planning  clinics  are  required  to  pay  for 
contraceptive  methods  have  escalated  dramatically  over  the  past  year,  with  the 
most  significant  increases  occurring  in  prices  for  oral  contraceptives.  The  average 
price  for  oral  contraceptives  rose  by  42  percent  from  1990  to  1991.  Although  price 
increases  for  other  drugs  and  supplies  used  by  family  planning  clinics  were  not  ad- 
dressed in  this  study,  anecdotal  information  indicates  that  prices  for  such  products 
as  the  most  common  treatment  for  vaginal  infections  are  also  rising  rapidly. 

To  put  the  42  percent  increase  in  the  average  cost  of  oral  contraceptives  into  per- 
spective, the  federal  Bureau  of  Labor  Statistics  reports  that  the  increase  in  the  Med- 
ical Care  Price  Index  for  the  period  June  1990  to  July  1991  was  9.1  percent. 

Increases  of  this  magnitude  and  dimension  are  threatening  the  very  survival  of 
family  planning  providers  in  this  country,  who  are  being  called  upon  every  day  to 
provide  a  greater  range  of  services  to  clients  who  often  have  no  other  regular  source 
of  medical  care  and  no  insurance  coverage.  Further,  clinics  are  being  called  upon  to 
provide  these  increased  services  with  fewer  and  fewer  federal  dollars.  When  infla- 
tion is  taken  into  account,  funding  for  Title  X  fell  by  two-thirds  over  the  last 
decade.  Clearly,  family  planning  clinics  facing  decreasing  public  funding  cannot 
absorb  annual  pharmaceutical  price  increases  of  such  a  magnitude. 
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We  hope  you  find  the  enclosed  information  helpful,  and  look  forward  to  continu- 
ing to  work  with  you  on  these  important  issues. 
Sincerely, 

Cory  Richards, 
Vice  President  for  Public  Policy 


INCREASED  DRUG  PRICES  TO  GRANTEES  UNDER  TITLE  X  OF  THE  PUBLIC 
HEALTH  SERVICE  ACT— A  RESPONSE  TO  A  REQUEST  FROM  THE  COM- 
MITTEE ON  LABOR  AND  HUMAN  RESOURCES 

Abstract 

The  largest  and  smallest  Title  X  grantee  in  each  of  the  ten  federal  regions  was 
asked  to  provide  price  information  for  12  common  formulations  of  oral  contracep- 
tives, two  types  of  diaphragms  and  two  types  of  intrauterine  devices  (IUDs)  in  1990 
and  1991.  Seventeen  of  the  20  grantees  questioned  provided  usable  data.  The  aver- 
age price  reported  to  have  been  paid  by  the  grantees  for  oral  contraceptives  rose  by 
42  percent  from  1990  to  1991.  While  the  average  price  of  diaphragms  and  IUDs  rose 
by  much  smaller  percentages,  these  methods  are  used  by  a  significantly  smaller 
number  of  family  planning  patients  than  are  oral  contraceptives.  Oral  contracep- 
tives are  used  by  half  of  all  women  using  reversible  methods  of  contraception,  but 
by  68  percent  of  family  planning  clinic  patients,  according  to  the  most  recent  data 
available. 

Methodology 

In  response  to  a  request  from  the  Committee  on  Labor  and  Human  Resources, 
The  Alan  Guttmacher  Institute  undertook  a  limited  study  of  increases  in  prices  for 
drugs  and  medical  devices  paid  by  clinics  funded  under  Title  X  of  the  Public  Health 
Service  Act. 

Information  was  requested  from  the  largest  and  smallest  Title  X  grantee  in  each 
of  the  10  federal  regions.  The  request  for  information  was  followed  up  by  a  tele- 
phone call  soliciting  price  information  for  1990  and  1991  on  a  range  of  oral  contra- 
ceptive formulations,  diaphragms  and  IUDs.  Specifically,  grantees  were  asked  the 
price  paid  for  12  formulations  of  oral  contraceptives  (Nordette,  Micronor,  Ortho  1/ 
35,  Ortho  7/7/7,  Loestrin  1/20,  Ovral,  Triphasal,  Demulen  1/35,  Lo  Ovral  28,  Modi- 
con  28,  Ortho  150  and  Ovcon)  manufactured  by  five  different  pharmaceutical  compa- 
nies (Wyeth,  Ortho,  Parke-Davis,  Searle  and  Mead^Johnson).  Information  was  also 
solicited  on  price  changes  for  two  types  of  diaphragms  (Ortho  All  Flex  and  Koroflex) 
and  two  types  of  intrauterine  devices  (Paragard  and  Progestasert). 

Usable  responses  were  received  from  17  (85  percent)  of  the  20  grantees  from  nine 
of  the  ten  federal  regions.  Neither  of  the  grantees  surveyed  in  Region  10  was  able  to 
respond.  The  respondents  included  11  health  departments  (9  state  health  agencies 
and  two  local  agencies),  one  Planned  Parenthood  affiliate,  two  family  planning 
councils  and  three  other  providers. 

Findings 

Respondents  were  asked  the  price  paid  in  1990  and  1991  for  each  individual  oral 
contraceptive  formulation.  Most  of  the  grantees  questioned  used  more  than  one  for- 
mulation on  the  list  (the  average  was  six  formulations  per  grantee);  none  of  them 
used  all  the  types  about  which  they  were  asked.  Some  of  the  grantees  were  unable 
to  provide  both  past  and  current  prices  for  some  formulations. 

Looking  at  those  instances  where  both  a  past  and  current  price  for  a  formulation 
was  received  (a  total  of  75  observations)  the  average  price  for  oral  contraceptives 
paid  by  the  Title  X  grantees  questioned  rose  by  75  percent  from  1990  to  1991.  How- 
ever, since  two  price  increases  reported  were  many  times  higher  than  any  other  re- 
ported increases,  they  were  deleted  from  the  remainder  of  this  analysis  to  avoid  any 
possibility  of  overstating  the  price  increases. 

Based  on  the  remaining  73  responses,  the  average  price  paid  for  oral  contracep- 
tives by  these  Title  X  grantees  rose  42  percent  from  1990  to  1991. 

The  average  price  for  the  two  oral  contraceptive  formulations  used  by  the  majori- 
ty of  family  planning  clinic  patients  increased  by  41  percent  from  1990  to  1991. 

No  difference  was  found  in  the  percent  by  which  the  average  price  increased  by 
type  of  provider.  The  average  price  to  the  11  health  departments  questioned  rose  by 
41  percent,  while  the  average  price  to  other  grantees  (including  Planned  Parenthood 
affiliates,  family  planning  councils  and  other  grantees)  rose  by  43  percent. 
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Data  were  available  from  two  grantees  in  eight  of  the  ten  federal  regions  and  one 
grantee  from  one  region.  When  the  results  were  examined  according  to  region,  five 
of  the  nine  regions  showed  more  than  a  thirty  percent  increase  in  the  price  of  oral 
contraceptives  from  1990  to  1991. 

Grantees  provided  15  responses  that  included  both  past  and  current  prices  for  dia- 
phragms. Overall,  price  increases  reported  for  diaphragms  were  significantly  lower 
than  reported  for  oral  contraceptives.  The  average  price  for  diaphragms  increased 
by  eight  percent  from  1990  to  1991. 

Grantees  provided  six  usable  responses  concerning  IUDs.  The  average  price  for 
IUDs  rose  by  four  percent  from  1990  to  1991. 

Ms.  Laurie.  My  name  is  Leslie  Tarr  Laurie.  For  the  past  18 
years,  I  have  been  the  executive  director  of  the  Family  Planning 
Council  of  Western  Massachusetts,  a  multiservice  health  organiza- 
tion providing  essential  health  services  in  a  5,000-square-mile 
region.  I  have  also  served  two  terms  as  the  president  of  the  Nation- 
al Family  Planning  and  Reproductive  Health  Association. 

While  we  in  western  Massachusetts  boast  of  Tanglewood  and 
magical  leaves,  we  have  some  of  the  highest  rates  of  teen  pregnan- 
cy, child  abuse,  and  women  and  children  with  HIV  in  the  Common- 
wealth of  Massachusetts.  The  Family  Planning  Council  is  the  pri- 
mary health  care  resource  for  reproductive-age  women  with  mar- 
ginal incomes.  We  offer  preventive  birth  control  counseling  and 
medical  services.  Health  educators  reach  12,000  patients  a  year 
with  education  on  AIDS,  sexually-transmitted  diseases,  and  other 
health  issues  at  religious  organizations,  PTAs,  county  jails,  and 
homeless  shelters. 

Anonymous  HIV  testing  and  case  management  services  for 
people  with  AIDS  are  provided,  and  the  Council  was  recently 
awarded  a  Ryan  White  Care  Grant  to  establish  a  comprehensive 
HIV  early  intervention  system  for  the  region. 

We  have  WIC  services  that  provide  over  6,000  low-income  chil- 
dren and  pregnant  and  breast-feeding  women  with  care,  and  we 
also  run  a  pregnant  and  parenting  teen  program  that  provides 
GED  education. 

On  October  16,  1912,  Margaret  Sanger  opened  the  first  birth  con- 
trol clinic  in  America.  Seventy-five  years  ago  today,  information  in 
Yiddish,  Italian  and  English  was  made  available  to  enable  poor  and 
immigrant  women  to  decide  when  and  if  they  would  become  par- 
ents. The  clinic  was  closed  by  the  government  within  10  days.  De- 
spite Margaret  Sanger's  assertions  about  family  planning  being  a 
central  public  health  concern,  the  government  would  not  heed  her 
words. 

Today,  the  Federal  family  planning  program  faces  the  same 
problems,  but  in  1991  garb.  The  "Gag  Rule"  recently  upheld  by  the 
Supreme  Court  threatens  to  silence  Title  X-funded  clinics.  The 
upshot  of  this  is  the  denial  of  services  to  women  whose  only 
"crime"  is  marginal  income.  Two-thirds  of  our  dollars  have  been 
eroded  during  the  last  decade.  In  western  Massachusetts,  we  serve 
only  one-third  of  those  eligible  for  care.  Close  to  30,000  low-income 
women  now  go  without  needed  birth  control. 

Less  celebrated  than  the  gag  rule,  but  no  less  serious  a  threat  to 
the  national  family  planning  program,  are  the  unintended  conse- 
quences of  the  Omnibus  Budget  Reconciliation  Act  of  1990.  It  has 
had  the  staggering  and  unintended  effect  of  greatly  increasing  our 
pharmaceutical  costs. 
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I  am  delighted  to  unequivocally  support  the  Public  Health  Clinic 
Prudent  Pharmaceutical  Purchase  Act  as  the  vehicle  to  negotiate 
rollbacks  in  the  unprecedented  price  increases  for  essential  medica- 
tions. 

This  year,  our  council  provided  525  fewer  family  planning  visits 
because  we  instead  needed  to  pay  for  medications.  These  were 
medication  costs  that  we  could  not  pass  on  to  our  clients  because 
either  Federal  regulations  prevent  us  from  charging  fees  to  very 
poor  clients  or  because  we  largely  serve  people  with  no  insurance 
coverage.  So,  instead,  we  absorb  the  price  increases  by  further  lim- 
iting services. 

We  saw  a  28-percent  increase  in  the  overall  amount  we  pay  for 
contraceptives,  a  40-percent  increase  for  diaphragms,  and  overall 
an  increase  of  39  percent  in  oral  contraceptive  costs.  The  cost  of 
our  most  popular  oral  contraceptive  has  actually  gone  up  61  per- 
cent. 

Our  council  provides  medications  for  other  gynecological  and  sex- 
ually-transmitted health  problems.  We  have  withstood  a  54-percent 
increase  in  the  amount  we  spend  for  other  drugs.  Our  two  most  uti- 
lized drugs,  Monistat  and  Terazol,  both  widely  prescribed  anti- 
fungal ointments,  have  jumped  103  percent  and  40  percent,  respec- 
tively. I  deeply  fear  for  the  future  unless  the  bill  under  consider- 
ation today  is  passed. 

Family  planning  programs  usually  have  contracts  with  specific 
drug  companies  for  specific  medications  at  agreed-on  prices  for  a 
specific  period  of  time.  Price  contracts  need  to  be  renegotiated  as 
expiration  dates  near.  Our  experience  this  year  became  a  predict- 
able pattern.  As  each  pharmaceutical  contract  expired,  we  braced 
for  the  drug  company  sales'  representative  to  announce  shockingly 
high  increases  and  lament  the  Federal  Government's  new  Medicaid 
law. 

We  desperately  need  your  help  to  ensure  that  more  than  14,000 
western  Massachusetts  residents  who  use  our  services  and  the 
more  than  4  million  across  the  country  served  by  the  Title  X  pro- 
gram will  continue  to  get  needed  care. 

In  1920,  Margaret  Sanger  said,  "No  woman  can  call  herself  free 
until  she  can  choose  consciously  whether  she  will  or  will  not  be  a 
mother."  Decades  later,  those  words  are  still  a  dream  for  the  most 
disadvantaged  in  our  Nation.  By  passing  the  Public  Health  Clinic 
Prudent  Pharmaceutical  Purchase  Act  and  saying  no  to  the  gag 
rule,  you  will  allow  thousands  across  this  country  to  use  vital 
family  planning  services. 

Thank  you. 

Senator  Metzenbaum.  Thank  you  very  much,  Ms.  Laurie. 

Mr.  Sampson,  we  are  very  happy  to  hear  from  you  at  this  point. 

Mr.  Sampson.  Mr.  Chairman  and  members  of  the  committee, 
thanks  for  the  opportunity  to  join  you  as  you  deliberate  S.  1729, 
the  Public  Health  Clinic  Prudent  Pharmaceutical  Purchasing  Act. 
I  am  Rich  Sampson  and  I  am  the  director  of  the  Maryland  Alcohol 
and  Drug  Abuse  Administration,  which  operates  within  our  De- 
partment of  Health  and  Mental  Hygiene. 

Senator  Metzenbaum.  Would  you  turn  the  mike  a  little  closer  to 
you,  please? 
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Mr.  Sampson.  Yes,  sir.  I  have  been  in  that  position  for  a  little 
over  2V2  years,  after  about  18  years  on  the  front  lines  in  the  busi- 
ness. I  am  speaking  to  you  today  on  behalf  of  a  necessary  and,  I 
believe,  overburdened  component  of  the  public  health  system,  that 
which  provides  publicly-funded  treatment  to  those  with  problems 
with  alcohol  and  other  drugs. 

While  my  remarks  are  offered  in  the  context  of  significant  budg- 
etary difficulties  in  Maryland,  the  State  I  represent,  I  would  sug- 
gest that  the  Maryland  situation  is  certainly  not  unique  and  that 
operant  State  and  local  fiscal  realities  are  critical  considerations  as 
you  make  decisions  regarding  increased  funding  of  the  Federal 
ADM  Block  Grant,  requirements  for  State  matching  funds  for  com- 
petitive grants,  and  efforts  to  control  the  costs  of  pharmaceuticals 
necessary  to  our  work,  the  focus  of  this  bill. 

In  particular,  let  me  address  the  impact  of  the  dramatic  and  ap- 
parently noncost-driven  doubling  of  the  retail  pricing  of  methadone 
hydrochloride.  As  you  know,  methadone  detoxification  and  mainte- 
nance provides  successful  intervention  strategies  for  thousands  of 
Americans  formerly  addicted  to  heroin  and  other  drugs. 

[Chart  follows:] 
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Mr.  Sampson.  Given  clearly  measurable  positive  impact  in  terms 
of  reduction  in  transmission  of  HIV,  reduction  in  rearrest,  increase 
in  family  stability,  and  increases  in  employment  for  the  narcotic 
abuser,  these  services  remain  a  necessary  component  of  the  harm 
reduction  arsenal. 

Indeed,  in  Maryland  and  in  other  States,  we  need  to  be  thinking 
about  expanding  services,  expanding  availability,  about  continuing 
successful  outreach  strategies.  We  need,  in  fact,  to  make  every  pos- 
sible effort  to  retain  individuals  in  cost-efficient  and  affordable 
treatment. 

In  fact,  Senators,  we  have  had  to  think  and  act  in  the  opposite 
direction  due  to  the  fact  that  over  the  past  2  years  we  have  experi- 
enced a  doubling  over  a  phased-in  period  in  the  cost  of  methadone. 
In  Maryland,  this  increased  cost  was  absorbed  by  the  State  at  an 
additional  expense  of  $345,000,  a  doubling  of  what  the  State  had 
spent  out  of  my  budget  for  methadone.  This  does  not  include  prob- 
ably another  $700,000  that  is  paid  for  out  of  medical  assistance's 
budget  for  methadone. 

The  additional  expense  has  been  absorbed  in  the  last  two  fiscal 
years  both  by  the  State  budget  and  also  by  passing  through  in- 
creases rates,  out-of-pocket  fees,  to  clients  in  our  programs.  As  a 
result  of  this,  we  abandoned  plans  to  expand  services  by  over  125 
slots,  and  we  abandoned  plans  to  improve  the  family  treatment 
component  of  our  programs. 

To  those  clients  who  have  become  marginally  employed  as  a 
result  of  their  recovery,  the  increase  of  fees  has  produced  a  unique 
hardship  and  jeopardized  successful  retention  in  treatment.  We 
have  received  numerous  phone  calls  and  letters  from  those  for 
whom  added  cost  translates  to  increased  bad  debt  to  programs,  late 
rent  payments  or,  in  reality,  reduced  ability  to  feed  and  clothe 
family  members. 

Again,  Maryland  is  not  alone  in  this  experience.  Based  on  a  re- 
quest from  this  committee  to  gather  more  information,  the  Nation- 
al Association  of  State  Alcohol  and  Drug  Abuse  Directors,  in  fact, 
conducted  a  national  survey,  and  let  me  share  some  of  those  re- 
sults. 

Virginia  describes  increases  in  client  dropout  rates  and  discour- 
agement on  the  part  of  those  seeking  treatment.  Absorption  of  in- 
creased costs  is  seen  in  Virginia  as  reducing  component  services 
such  as  drug  screening  and  laboratory  support,  and  these  issues  are 
important  in  terms  of  appropriate  intervention  with  our  clients  be- 
cause we  need  to  be  aware  of  their  drug  use  patterns. 

Pennsylvania  describes  a  loss  of  private  pay  clients  due  to  afford- 
ability.  Kansas  indicates  increased  dropout  rates  and  client  at- 
tempts to  detoxify  on  their  own.  Most  client  attempts  to  detoxify 
on  their  own  end  dramatically  unsuccessfully.  Nebraska  had  no  au- 
thorized moneys  for  the  expansion  of  methadone  programs  and  ab- 
sorbed the  cost  increase  through  funding  reductions  to  other  pro- 
grams that  treat  drug-  and  alcohol-afflicted  persons. 

In  New  Jersey,  a  5V2-percent  increase  in  costs  has  been  passed 
through  to  patients,  and  Georgia  similarly  experienced  a  shortfall 
requiring  emergency  spending  authorization.  California  reports  in- 
creased costs  to  clients,  with  the  attendant  detrimental  impact  we 
have  discussed  earlier. 
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Of  major  concern  to  those  of  us  that  treat  the  public  client  is  the 
fact  that  the  doubling  in  price  for  methadone  hydrochloride  does 
not  seem  to  be  cost-driven.  In  fact,  as  the  attached  chart,  the  chart 
over  here,  would  indicate,  the  increase  in  price  correlates  more  di- 
rectly with  increases  in  the  availability  of  Federal  funds  made 
available  through  the  ADM  Block  Grant. 

In  Maryland,  as  in  the  rest  of  the  country,  our  treatment  pro- 
grams have  benefited  significantly  from  Federal  attention  to  the 
issue  of  chemical  dependency.  Yet,  we  remain  clear  that  the  intent 
of  increases  in  Federal  funds  is  not  to  increase  the  profit  margins 
of  pharmaceutical  firms  through  Federal  subsidy,  but  rather  to 
expand  service  availability  and  quality  to  those  in  need. 

From  my  perspective,  S.  1729  emerges  as  necessary  legislation — I 
urge  your  support. 

Senator  Metzenbaum.  Mr.  Sampson,  I  am  going  to  interrupt  you 
for  a  minute. 

Mr.  Sampson.  Yes,  sir. 

Senator  Metzenbaum.  The  staff  director  is  going  to  take  over  for 
just  a  couple  of  minutes.  I  have  an  urgent  call.  I  don't  know  what 
it  is  about  and  I  would  like  to  take  it. 

Mr.  Sampson.  I  understand,  Senator. 

Senator  Metzenbaum.  I  think  we  will  just  recess. 

[Recess.] 

Senator  Metzenbaum.  I  am  sorry.  Please  proceed. 

Mr.  Sampson.  Senator,  I  have  a  great  deal  of  respect  for  the  ur- 
gency of  your  work.  I  have  completed  my  testimony  and  simply 
wish  to  thank  you  for  your  attention  and  to  offer  my  and  the  State 
of  Maryland's  obvious  endorsement  of  this  bill. 

[The  prepared  statement  of  Mr.  Sampson  follows:] 

Prepared  Statement  of  Mr.  Sampson 

Mr.  Chairman,  members  of  the  committee,  thank  you  for  the  opportunity  to  join 
you  in  your  deliberations  regarding  S.  1729,  the  Public  Health  Clinic  Prudent  Phar- 
maceutical Purchasing  Act. 

I  am  speaking  to  you  today  on  behalf  of  a  necessary  and  overburdened  component 
of  the  Public  Health  System,  that  which  provides  publicly  funded  treatment  to  those 
with  problems  with  alcohol  and  other  drugs,  While  my  remarks  are  offered  in  the 
context  of  significant  budgetary  difficulties  in  Maryland,  the  State  I  represent,  I 
would  suggest  that  the  Maryland  situation  is  not  unique  and  that  operant  State  and 
local  fiscal  realities  are  critical  considerations  as  you  make  decisions  regarding  in- 
creased funding  for  the  Federal  Block  Grant,  requirements  for  State  matching  funds 
for  competitive  grants  and  efforts  to  control  the  costs  of  pharmaceuticals  necessary 
to  our  efforts — the  focus  on  S.  1729. 

In  particular,  let  me  address  the  impact  of  the  dramatic  and  non-cost  driven  dou- 
bling of  the  retail  pricing  of  Methadone  Hydrochloride.  As  you  know,  Methadone 
detoxification  and  maintenance,  coupled  with  counseling  services,  provide  successful 
intervention  strategies  for  thousands  of  Americans  formerly  addicted  to  Heroin  and 
other  drugs.  Given  clearly  measurable  positive  impacts  in  terms  of  reduction  in  the 
transmission  of  HIV,  reduction  in  re-arrest,  increases  in  family  stability  and  in- 
creases in  employment  for  the  narcotic  abuser,  these  services  remain  a  necessary 
component  of  the  harm  reduction  arsenal.  Indeed,  in  Maryland,  and  in  other  States, 
we  need  to  be  thinking  about  expanding  service  availability  and  about  continuing 
successful  outreach  strategies.  We  need  to  make  every  possible  effort  to  retain  indi- 
viduals in  affordable  treatment. 

In  fact,  Senators,  we  have  had  to  think  and  act  in  the  opposite  direction.  In  Mary- 
land, the  increased  cost  of  Methadone  was  absorbed  by  the  State  at  an  additional 
expense  of  $345,000  in  the  last  two  State  fiscal  years  and  by  clients  through  in- 
creased out  of  pocket  fees.  As  a  result,  we  abandoned  plans  to  expand  services  by 
125  slots  and  we  abandoned  plans  to  improve  the  family  treatment  component  of 
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our  programs.  For  those  clients  who  have  become  marginally  employed  as  a  result 
of  their  recovery,  the  increase  in  fees  has  imposed  a  unique  hardship  and  jeopard- 
ized successful  retention  in  treatment.  We  have  received  numerous  phone  calls  and 
letters  from  those  for  whom  added  cost  translates  to  increased  bad  debt  to  pro- 
grams, late  rent  payments  or  reduced  ability  to  feed  and  clothe  family  members. 

Again,  Maryland  is  not  alone  in  its  experience.  Virginia  describes  increases  in 
client  drop  out  rates  and  discouragement  in  seeking  treatment.  Absorption  of  in- 
creased cost  is  seen  as  reducing  component  services  such  as  drug  screening  and  labo- 
ratory support.  Pennsylvania  describes  a  loss  of  private  pay  clients  due  to  affordabil- 
ity.  Kansas  indicates  increased  dropout  rates  and  client  attempts  to  detoxify  on 
their  own.  Nebraska  had  no  authorized  moneys  for  expansion  of  methadone  pro- 
grams and  absorbed  the  cost  increase  through  funding  reductions  to  other  programs. 
In  New  Jersey,  a  5.5  percent  increase  in  cost  has  been  passed  through  to  patients 
and  Georgia  experienced  a  shortfall  requiring  an  emergency  spending  authorization. 
California  reports  increased  costs  to  clients  with  the  attendant  detrimental  impact 
we  discussed  earlier. 

Of  major  concern  to  those  of  us  that  treat  the  public  client,  is  the  fact  that  the 
doubling  in  price  for  Methadone  Hydrochloride  does  not  seem  to  be  cost  driven.  In 
fact,  as  the  attached  chart  would  indicate,  the  increase  in  price  correlates  more  di- 
rectly with  increases  in  the  availability  of  Federal  funds  through  the  ADM  Block.  In 
Maryland,  as  in  the  rest  of  the  country,  our  treatment  programs  have  benefited 
greatly  from  Federal  attention  to  the  issue  of  chemical  dependency.  Yet  we  remain 
clear  that  the  intent  of  increases  in  Federal  funds  is  not  to  increase  the  profit  mar- 
gins of  pharmaceutical  firms  through  Federal  subsidy,  but  rather  to  expand  service 
availability  and  quality  to  those  in  need. 

From  my  perspective,  S.  1729  emerges  as  necessary  legislation — I  urge  your  sup- 
port. 

Senator  Metzenbaum.  Thank  you  very  much. 

Dr.  Silver,  we  are  happy  to  hear  from  you,  sir. 

Dr.  Silver.  Mr.  Chairman  and  members  of  the  committee,  my 
name  is  Dr.  Michael  Silver.  I  am  a  psychiatrist  and  the  medical  di- 
rector of  the  Providence  Center  for  Counseling  and  Psychiatric 
Services  in  Providence,  RI.  I  have  been  employed  there  for  14 
years. 

The  Providence  Center  is  a  community  mental  health  center 
serving  the  city  of  Providence.  The  Center  treats  more  than  7,000 
clients  yearly.  In  addition  to  services  for  children,  individuals  with 
chemical  dependency  and  emotional  difficulties,  the  Center  offers  a 
comprehensive  array  of  outpatient  services  targeted  specifically 
toward  the  1,400  seriously  mentally  ill  adults  on  its  active  caseload. 
The  Center  is  a  private,  nonprofit  organization  and,  as  such,  re- 
ceives funding  from  the  Federal  Government  and  the  State  of 
Rhode  Island. 

I  have  been  asked  to  give  my  perspective  as  a  community  psychi- 
atrist concerning  the  impact  of  the  recent  price  increases  in  psy- 
choactive drugs.  I  believe  that  I  can  best  do  this  by  giving  you  spe- 
cific information  about  changes  in  one  medication,  of  which  I  have 
direct  knowledge. 

Prolixin  Decanoateis  an  antipsychotic  medication  manufactured 
by  the  Bristol-Myers  Squibb  Corporation.  Antipsychotic  medica- 
tions are  used  in  the  treatment  of  serious  mental  illness.  Prolixin 
Decanoate  is  used  most  often  to  control  hallucinations  and  delu- 
sions, the  most  troubling  symptoms  of  Schizophrenia. 

Prior  to  the  discovery  of  this  class  of  medication,  most  schizo- 
phrenics could  be  treated  only  in  institutional  settings.  Today,  by 
utilizing  these  drugs  with  a  well-coordianted  and  adequately 
funded  community-based  system  of  care,  over  90  percent  of  these 
individuals  can  be  safely  maintained  in  the  community  in  a 
manner  which  enhances  their  freedom  and  dignity. 
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Prolixin  decanoate  is  a  unique  anti-psychotic  medicine.  It  is 
unique  because  it  is  a  long-acting  injectable  drug.  It  is  mainly  used 
in  the  treatment  of  schizophrenia.  Some  schizophrenics  have  diffi- 
culty taking  oral  medications  reliably.  An  injection  of  prolixin 
every  2  weeks  often  effectively  controls  these  patients'  symptoms 
and  eliminates  the  need  for  oral  drugs. 

Thus,  this  form  of  medication  delivery  is  particularly  important 
because  it  ensures  that  schizophrenic  patients  are  getting  needed 
treatment.  If  these  patients  do  not  receive  their  medication,  most 
of  them  will  deteriorate.  Many  will  require  hospitalization,  and 
some  will  become  dangerous  to  themselves  or  others. 

The  community  mental  health  centers  in  Rhode  island  were 
buying  prolixin  decanoate  directly  from  Bristol-Myers  Squibb  Cor- 
poration for  $10  a  vial.  When  our  current  contract  expired  this 
summer,  we  were  informed  that  the  company  had  made  a  decision 
to,  quote,  "not  price  protect  the  prolixin  product  line."  Our  new 
cost  was  $75.62  a  vial. 

I  called  the  corporation  to  protest  this  rather  dramatic  price  in- 
crease and  was  told  by  a  company  representative  that  the  price 
could  not  be  discounted  because  of  a  decision  by  upper  manage- 
ment to  charge  everyone  this  higher  rate.  The  representative  went 
on  to  tell  me  that  New  York  State  had  been  buying  prolixin  in 
bulk  for  $2.75  a  vial  and  they  also  had  to  pay  this  higher  price  of 
$75.62. 

The  representative  then  suggested  I  purchase  the  product  from  a 
company  that  manufacturers  a  generic  version  of  prolixin.  I  inves- 
tigated this  option  and  discovered  that  only  one  other  company 
currently  manufactures  the  medication.  This  company  cannot 
produce  enough  drug  to  meet  the  demand,  so  they  have  limited 
their  orders.  In  addition,  that  company  also  significantly  increased 
their  charge.  They  quoted  me  a  price  of  $35  a  vial. 

Most  schizophrenics  are  unable  to  maintain  competitive  full-time 
employment,  and  thus  the  overwhelming  majority  of  these  individ- 
uals either  are  uninsured  or  have  Medicare  and/ or  Medicaid  bene- 
fits. Therefore,  the  cost  of  this  price  increase  is  being  passed  on  di- 
rectly to  the  Federal  and  State  governments.  At  the  Providence 
Center,  the  cost  of  the  medication  is  added  to  the  visit  charge  when 
we  bill  either  Medicare  or  Medicaid. 

Seriously  mentally  ill  indigent  patients  without  insurance  re- 
ceive their  medicine  from  a  special  program  run  by  the  Rhode 
Island  Department  of  Mental  Health.  Since  the  Department  of 
Mental  Health  is  also  the  primary  funding  source  for  community 
mental  health  centers,  and  since  the  economic  situation  in  Rhode 
Island  is  extremely  poor  at  this  time,  I  am  very  concerned  that  the 
increased  medication  costs  will  result  ultimately  in  decreased  fund- 
ing to  community  mental  health  centers.  Decreased  funding  can  se- 
riously limit  the  ability  of  these  facilities  to  serve  those  in  need  of 
care. 

I  have  had  conversations  with  the  National  Council  of  Communi- 
ty Mental  Health  Centers  regarding  these  prices  increases  and  I 
have  been  told  that  the  increases  are  nationwide  and  involved  a  va- 
riety of  psychoactive  drugs. 
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I  strongly  support  the  Public  Health  Clinic  Prudent  Pharmaceu- 
tical Purchase  Act  and  any  efforts  to  influence  drug  companies  to 
make  their  price  increases  more  reasonable. 

This  concludes  my  statement. 

Senator  Metzenbaum.  Thank  you  very  much.  Mr.  Camacho,  you 
indicated  that  the — I  think  you  said  the  aspirin  that  you  are 
buying  are  15  cents  apiece,  but  you  can  buy  the  same  thing  in 
Mexico  for  2  cents.  How  do  you  explain  that? 

Mr.  Camacho.  That  was  the  glyburide.  It  is  an  anti-diabetic  oral 
agent.  We  don't  know  what  the  explanation  is.  We  understand  that 
in  Mexico  there  are  limits  to  how  much  a  drug  company  can 
charge  for  its  product,  and  the  wide  variation — and  it  is  even  a 
wider  variation,  Senator,  when  you  consider  that  the  2  cents  per 
tablet  is  the  retail  price  and  the  price  of  15  cents  per  tablet  is  our 
price  under  bid  directly  from  the  manufacturer.  So  it  is  an  even 
wider  gap  than  700  percent,  over  700  percent. 

But  other  than  understanding  that  the  Mexican  government 
limits  the  amount  that  companies  can  charge  for  the  products,  we 
don't  know  of  any  other  explanation. 

Senator  Metzenbaum.  Thank  you.  Senator  Kennedy,  incidental- 
ly, is  on  his  way  back. 

Ms.  Laurie,  the  family  planning  clinics  have  had  this  double 
whammy  of  increasing  drug  costs  and  a  decline  in  funding  in  real 
dollars.  How  have  you  coped  with  this  situation?  What  have  you 
done  in  order  to  meet  the  problem? 

Ms.  Laurie.  Well,  I  think  you  know  that  family  planning  pro- 
grams are  some  of  the  most  cost-effective  programs  that  the  Feder- 
al Government  supports. 

Senator  Metzenbaum.  I  certainly  agree. 

Ms.  Laurie.  And  what  we  needed  to  do  is  to  basically  turn  away 
clients,  and  what  I  tried  to  say  in  my  statement  was  that  just  last 
year  525  visits  that  we  otherwise  would  have  been  able  to  provide 
we  were  not  able  to  because  of  the  increase  in  the  drug  costs. 

At  this  point,  family  planning  programs  are  almost  below  the 
water  line.  Any  additional  costs  now  need  to  come  out  of  service. 
Our  staffs  have  not  had  increases  in  salaries.  We  are  just  barely  at 
this  point  holding  our  own  to  maintain  in  western  Massachusetts — 
and  this  is  typical  from  across  the  rest  of  the  country;  we  have  11 
family  planning  sites,  and  should  the  gag  rule  succeed  and  should 
we  not  be  able  to  have  a  continuation  of  new  dollars,  the  reauthor- 
ization of  Title  X,  then  in  addition  to  the  drug  pricing  difficulties,  I 
think  we  will  see  thousands  of  women  and  men  across  this  country 
not  being  able  to  receive  subsidized  family  planning  services. 

So,  in  short,  what  we  are  doing  is  turning  people  away  who  are 
eligible  for  services,  and  services  that  they  desperately  want  and 
need. 

Senator  Metzenbaum.  Mr.  Sampson,  tell  us  also  about  what 
these  increased  costs  are  doing  as  far  as  the  tightness  of  your  own 
budget  and  how  it  affects  the  ability  to  treat  drug  addicts  in  Mary- 
land. 

Mr.  Sampson.  Senator,  this  past  State  fiscal  year,  we  treated  ap- 
proximately 54,000  addicts  in  Maryland,  which  is,  in  my  estimate, 
about  a  third  of  those  that  require  such  services. 
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This  occurs  at  a  time  when  the  State  is  going  through  draconian 
budget  cuts  to  answer  a  deficit  of  $450  million.  The  impact  of  that 
on  my  administration  is  that  we  are  currently  risking  the  loss  of 
all  of  our  residential  treatment  programs.  So  when  we  experience 
an  increase  in  cost  in  any  area  of  our  business,  what  happens  is  we 
turn  more  people  away. 

In  our  last  count,  we  had  over  5,000  persons  who  had  applied  for 
services  in  Maryland  that  we  could  not  serve.  I  expect  that  number 
to  increase  probably  IV2  times  over  the  coming  State  fiscal  year.  So 
we  are  extremely  sensitive  to  any  increases  in  cost. 

Senator  Metzenbaum.  And,  Dr.  Silver,  what  services  might  your 
clinic  be  forced  to  cut  off  if  the  State  budget  now  must  accommo- 
date these  increased  prices  for  the  medication? 

Dr.  Silver,  Well,  Senator,  drugs  are  a  necessary  but  not  suffi- 
cient treatment  for  managing  seriously  mentally  ill  people  in  the 
community,  and  we  have  a  comprehensive  array  of  services  and  we 
would  be  forced  to  cut  some  of  them,  probably  some  of  our  psycho- 
social rehabilitation  services,  like  our  day  program  which  helps 
people  structure  their  day,  gives  them  pre-vocational  training, 
helps  them  learn  basic  living  skills.  There  is  a  threat  that  those 
services  would  have  to  be  cut. 

Senator  Metzenbaum.  I  want  to  thank  this  panel,  and  I  think  by 
reason  of  the  lateness  of  the  hour  and  in  fairness  to  the  other  wit- 
nesses, I  am  not  going  to  be  able  to  inquire  of  you  concerning  some 
other  questions,  and  I  think  I,  as  well  as  Senator  Kennedy  and 
other  members  of  the  committee,  do  have  questions.  I  assume  that 
you  will  be  willing  to  respond  to  them  in  writing  if  we  send  them 
to  you,  and  we  will  include  them  in  the  record,  and  your  entire 
statements  will  be  included  in  the  record.  I  want  to  thank  you  very 
much  for  being  with  us  this  morning. 

I  think  our  next  witnesses  are  Mr.  Gerald  Mossinghoff,  President 
of  the  Pharmaceutical  Manufacturers  Association,  of  Washington, 
and  Mr.  Stephen  Schondelmeyer,  professor  of  pharmaceutical  eco- 
nomics at  the  University  of  Minnesota. 

The  Chairman.  Thank  you  very  much. 

Mr.  Mossinghoff,  we  will  be  glad  to  hear  from  you. 

STATEMENTS  OF  GERALD  J.  MOSSINGHOFF,  PRESIDENT,  PHAR- 
MACEUTICAL MANUFACTURERS  ASSOCIATION,  WASHINGTON, 
DC;  AND  STEPHEN  SCHONDELMEYER,  PROFESSOR  OF  PHAR- 
MACEUTICAL ECONOMICS,  UNIVERSITY  OF  MINNESOTA,  MIN- 
NEAPOLIS, MN 

Mr.  Mossinghoff.  Thank  you,  Mr.  Chairman.  Mr.  Chairman,  I 
have  a  prepared  statement  and  I  would  ask  that  the  prepared 
statement  go  in  the  record,  and  I  would  just  like  to  summarize  the 
first  part  of  it,  if  I  may. 

The  Chairman.  Fine.  It  will  be  included  in  its  entirety. 

Mr.  Mossinghoff.  In  all  the  discussion  of  pharmaceutical  pricing 
and  pharmaceutical  benefits,  I  think  there  are  several  major  things 
that  must  be  understood  by  the  committee.  First  is  that  pharma- 
ceutical prices — pharmaceuticals  as  a  percentage  of  health  care 
have  decreased  from  10  percent  of  every  health  care  dollar  30  years 
ago  in  1960  to  4,8  percent  in  1990.  Pharmaceuticals  amount  to  less 
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than  one  nickel  out  of  every  health  care  dollar,  according  to  the 
Health  Care  Financing  Administration. 

In  terms  of  percentage  of  gross  national  product,  again,  30  years 
ago  in  1960,  we  were  0.5  percent  of  the  gross  national  product.  In 
1990,  we  are  0.59  percent  of  gross  national  product.  If  all  elements 
of  America's  health  care  system  were  as  constant  a  percentage  of 
GNP  as  the  pharmaceutical  industry,  you  wouldn't  have  this  ramp- 
ing-up  that  is  causing  you  and  all  your  colleagues  to  be  so  con- 
cerned. 

People  could  wish  that  there  aren't  still  uncured  diseases,  and  on 
page  8  of  my  statement  I  list  7  of  the  worst  diseases.  Those  dis- 
eases— not  PMA's  estimate,  but  those  diseases  estimated  by  the  as- 
sociations that  worry  about  them — cost  the  United  States  $385  bil- 
lion a  year,  about  10  times  the  entire  sales  of  the  pharmaceutical 
industry  in  the  United  States— $385  billion. 

If  those  diseases  are  going  to  be  effectively  treated  or  cured,  that 
is  going  to  come  from  America's  research  pharmaceutical  industry, 
without  question.  We  have  almost  300  drugs  in  human  clinical 
trials  or  awaiting  approval  at  the  Food  and  Drug  Administration  to 
address  that  $385  billion  problem. 

Mr.  Chairman,  the  remainder  of  my  statement  makes  other 
points,  but  in  the  interests  of  time  I  would  like  to  turn  to  the  spe- 
cific legislation  that  you  introduced.  As  we  understand  the  bill,  S. 
1729,  it  intends  to  obtain  for  the  entities  receiving  funds  from  the 
Public  Health  Service — those  entities  listed  in  sections  (b)(1) 
through  (8)  of  a  new  section  that  would  be  added  to  Title  21 — the 
same  prices  available  to  Medicaid  programs  or  even  lower  prices 
that  might  be  negotiated  separately  by  the  Secretary  of  Health  and 
Human  Services  on  behalf  of  each  entity.  Those  prices  would  only 
be  available  to  those  covered  entities  that  actually  purchase  and 
dispense  outpatient  pharmaceutical  products. 

We  appreciate  your  introductory  statement,  Mr.  Chairman,  that 
you  intend  to  avoid  any  interaction  between  your  bill  and  the  Med- 
icaid rebate  calculations  that  would  sequentially  force  prices  down 
until  they  would  reach  zero — the  so-called  death  spiral,  a  somewhat 
dramatic  statement,  but  it  is  an  impossible  situation  if  we  don't 
avoid  that  interaction.  From  our  point  of  view,  that  obviously 
would  be  necessary  in  any  legislation. 

Since  the  bill  was  introduced,  we  have  attempted,  my  staff  and  I, 
with  our  companies,  to  understand  its  scope  and  see  how  it  would 
be  administered  if  it  were  to  be  enacted.  While  we  are  still  at- 
tempting to  gather  and  collate  information  on  the  nature,  number 
and  operation  of  the  covered  entities,  to  date  we  have  only  been 
partially  successful. 

The  Public  Health  Service-funded  community  and  migrant 
health  centers  are  listed  in  a  directory  published  by  the  Public 
Health  Service.  Similarly,  a  directory  of  the  homeless  health  care 
projects  is  published  by  the  National  Association  of  Community 
Health  Centers,  with  whom  we  have  met. 

Together,  the  entities  listed  in  only  subsections  (b)(1),  (2)  and  (3) 
of  your  bill  constitute  more  than  600  centers  and  more  than  2,000 
actual  clinics.  With  respect  to  the  other  covered  entities,  we  have 
been  unable  to  get  a  list  of  who  they  are  or  how  many  there  are. 
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PMA  companies,  in  general,  do  not  appear  to  have  specific  con- 
tracts with  all  of  them,  as  near  as  we  can  tell.  We  understand  that 
in  some  cases  the  Public  Health  Service  grantees  are  integral  ele- 
ments of  larger  health  facilities  and  purchase  their  pharmaceuti- 
cals through  those  larger  facilities.  In  others,  they  may  be  as  small 
as  an  individual  physician's  office. 

It  appears  that  the  covered  entities  listed  in  the  bill  are  not  re- 
imbursed by  the  Federal  Government  for  the  pharmaceuticals  they 
purchase  and  dispense,  and  that  they  receive  pharmaceuticals 
through  normal  commercial  distribution  systems,  including  whole- 
salers and  buying  groups.  Therefore,  providing  special  prices  or  re- 
bates to  them  would  be  totally  different  administratively  and  far 
more  complex  than  providing  discounts  or  rebates  to  State  Medic- 
aid programs  or  through  contracts  with  the  Department  of  Veter- 
ans Affairs. 

Since  no  one  seems  to  know  how  many  of  these  entities  there 
are,  the  percentage  of  them  that  purchase  and  dispense  outpatient 
drugs  is  not  known.  It  is  also  impossible,  I  would  submit,  to  know 
the  amount  of  the  market  that  is  covered  by  these  or  any  savings 
that  might  be  projected.  The  Congressional  Budget  Office  report, 
which  I  have  read,  is  really  a  classic  back-of-the-envelope,  paramet- 
ric kind  of  arrangement,  with  no  knowledge  that  I  know  of  of  who 
would  be  covered  by  the  bill. 

Subsections  (c)(1)  and  (d)  seem  to  envision  the  Secretary  of 
Health  and  Human  Services  negotiating  individual  contracts  on 
behalf  of  covered  entities  with  the  pharmaceutical  industry.  We 
understand  that  more  than  200  pharmaceutical  companies  have 
signed  agreements  with  the  Health  Care  Financing  Administration 
to  provide  rebates  under  Medicaid.  Assuming  that  there  are  sever- 
al thousand  entities  that  would  be  covered  by  the  bill,  the  complex- 
ities of  attempting  to  track  the  pharmaceuticals  on  which  a  dis- 
count would  be  required  and  to  provide  the  necessary  audit  trail  to 
verify  such  use  would  appear  to  be  prohibitively  expensive,  if  it 
were  possible  at  all. 

Even  with  respect  to  Medicaid  rebates  where  pharmacies  are  ac- 
tually reimbursed  by  the  States,  based  on  reports  to  the  States  we 
understand  that  several  States  are  still  unable  to  provide  accurate 
use  figures  for  the  first  quarter  of  this  year,  and  that  system  is 
well-established  and  substantially  less  complicated  than  the  dispar- 
ate entities  that  would  be  covered  by  S.  1729. 

We  understand  that  the  introduction  of  the  bill  is  a  reaction  to 
the  price  increases  to  the  covered  entities  caused  by  the  best-price 
provisions  of  the  Medicaid  Rebate  Program.  That  could  be  ad- 
dressed by  adopting  the  same  approach  that  is  contained  in  the  De- 
partment of  Veterans  Affairs  Appropriation  Act;  namely,  to 
exempt  the  prices  to  the  covered  entities  from  the  Medicaid  rebate 
best  price  calculations. 

If  Congress  and  the  Executive  Branch  were  to  decide  to  do  so, 
PMA  would  not  oppose  such  a  measure.  Indeed,  I  am  certain  that 
the  leadership  of  PMA  would  exhort  our  companies  to  attempt  to 
cooperate  fully  with  the  entities,  as  we  have  done  in  connection 
with  the  Department  of  Veterans  Affairs. 

However,  because  we  do  not  understand  the  sweep  of  S.  1729  as 
now  written,  or  how  it  could  be  implemented  if  it  were  to  be  en- 
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acted,  we  are  not  in  the  position  to  support  its  enactment,  but  we 
would  be  pleased  to  work  with  the  committee. 

The  Chairman.  Would  you  please  go  over  that  last  comment? 

Mr.  Mossinghoff.  I  was  just  saying,  Mr.  Chairman,  that  there  is 
a  

The  Chairman.  I  was  just  trying  to  understand  it  a  little  more 
clearly. 

Mr.  Mossinghoff.  There  is  a  natural  reaction,  and  it  was  pre- 
dicted at  the  time  that  the  Medicaid  bill  was  enacted,  that  if  you 
have  deep  discounts  to  a  very  tiny  slice  of  your  business  and  Con- 
gress enacted  a  law  that  said,  fine,  you  have  to  provide  that  same 
discount  to  15  percent  of  your  business,  that  obviously  changes  the 
whole  economic  dynamics  that  a  company  has  to  look  at. 

For  the  Department  of  Veterans  Affairs — and  I  did  testify,  to- 
gether with  the  Department,  before  Chairman  Montgomery  on  his 
bill;  also,  we  were  active  or  participated  in  the  Mikulski  amend- 
ment to  the  Veterans  Affairs  Appropriations  Act.  That  amendment 
exempts  the  DVA's  prices — it  is  all  government  prices — from  the 
best  price. 

In  response  to  that  enactment,  which  is  a  temporary  enactment, 
the  chairman  of  the  board  of  PMA,  Mr.  Jack  Stafford,  and  myself 
sent  a  letter  the  next  day,  as  soon  as  it  cleared  Congress,  to  all  of 
our  companies  urging  them,  exhorting  them  to  cooperate  with  the 
Department  of  Veterans  Affairs  in  going  back  to  the  situation  pre- 
OBRA  1990. 

And  as  I  said  in  this,  we  are  not  in  a  position  to  support  this  leg- 
islation because  we  really  don't  understand  its  sweep,  but  we  would 
be  willing  to  do  that  same  thing  in  connection  with  the  community 
health  centers. 

The  Chairman.  Does  that  complete  your  statement? 

Mr.  Mossinghoff.  Yes,  it  does,  Mr.  Chairman. 

The  Chairman.  You  know  just  about  all  of  us  who  have  been 
around  the  business  know  about  statistics  and  statistics.  When  you 
talk  about  the  CPI  and  the  increase  in  drug  prices,  I  am  always 
reminded  of  a  story  of  a  person  that  was  sick  whose  temperature 
went  in  2  days  from  100  to  104,  and  then  in  the  next  3  days  went 
from  104  to  105,  and  people  said  he  is  getting  better  because  his 
temperature  is  going  up  at  a  slower  rate.  [Laughter.] 

As  you  well  know,  hopefully  something  will  be  done  within  the 
industry,  and  if  not,  you  know,  you  are  going  to  be  facing,  I  think, 
a  tidal  wave  of  concern.  I  spent  2%  days  in  western  Massachusetts 
last  week  in  meetings  with  senior  citizen,  and  the  number  one  con- 
cern is  the  pharmaceuticals.  There  are  many  important  issues  for 
seniors,  including  price  of  dental  care,  eye  care,  foot  care,  and  long- 
term  care,  but  the  pharmaceutical  issue  is  really  a  hot-button  item. 

You  know,  there  are  those  that  are  trying  to  deal  with  the  macro 
issue,  which  obviously  is  of  concern.  Our  concern  here  is  minor — to 
define  exactly  these  entities.  We  are  more  than  glad  to  do  it.  My 
staff  figures  it  is  570  entities  and  we  have  requested  a  number 
from  the  administration. 

If  we  had  a  more  definitive  number,  would  that  change  your  po- 
sition? I  would  like  to  work  with  you  to  deal  with  what  makes  the 
most  sense  administratively,  assuring  that  the  discounts  are  suffi- 
ciently targeted  so  it  is  really  going  to  the  neediest  of  people. 
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One  might  say,  well,  the  Medicaid  discount  drug  program  covers 
the  poorest  people.  You  have  the  greatest  numbers  under  Medicaid. 
The  fact  is  that  many,  an  increasing  number  of  people,  just  don'th- 
ave  any  health  insurance  at  all,  not  even  Medicaid. 

These  Public  Health  clinics  are  just  impacted  by  the  increase  in 
the  uninsured.  There  are  a  certain  percent-— I  suppose  it  is  30,  40 
percent,  probably,  on  Medicaid  of  those  served  by  the  clinics  but 
there  are  more  that  don't  have  any  kind  of  coverage  at  all,  and  a 
very,  very  small  percent  are  able  to  have  some  degree  of  coverage. 

Mr.  Mossinghoff.  Well,  Mr.  Chairman,  we  continue  to  be  willing 
to  work  with  you,  work  with  our  companies,  and  work  with  your 
staff  to  see  if  we  can't  try  to  find — -— 

The  Chairman.  All  right.  Well,  that  would  be  helpful. 

Mr.  Mossinghoff,  We  already  have  a  handle  on  the  community, 
migrant  and  homeless  centers.  There  are  directories  of  those. 

The  Chairman,  Fine. 

Mr.  Mossinghoff.  I  think  the  association  that  represents  those 
has  a  good  handle  on  which  of  those  actually  procure  and  dispense 
pharmaceuticals,  and  I  think  the  number  is  something  like  280. 
That  is  a  manageable  number.  The  same  with  the  family  planning; 
I  believe  that  the  companies  that  are  in  that  field  do  know  who 
they  are. 

And  we  would  continue  to  want  to  work  with  you  and  the  staff  to 
try  to-— and  with  the  department.  I  really  recommend  that  they  be 
brought  into  this  because  they  are  going  to  have  to  implement  this 
at  some  point. 

The  Chairman.  We  will  do  our  best. 

Weil,  we  will  continue  to  try  and  find,  if  we  can,  some  common 
definitions  because  I  think  that  that  is  a  fair  demand  in  terms  of 
the  scope  of  any  legislation.  But  it  does  seem  to  me  that  we  ought 
to  be  able  to  achieve  it,  and  we  will  attempt  to  do  so. 

We  haven't  heard  from  our  next  witness,  but  I  would  be  glad  to 
have  any  questions  for  Mr.  Mossinghoff  now,  if  you  wrant  to. 

Senator  Durenberger.  I  will  wait  until  we  hear  the  whole  panel. 

The  Chairman.  Fine. 

[The  prepared  statement  of  Mr.  Mossinghoff  follows:] 
Prepared  Statement  of  Mr.  Mossinghoff 

I  am  Gerald  J.  Mossinghoff,  President  of  the  Pharmaceutical  Manufacturers  Asso- 
ciation. PMA  represents  more  than  100  research-based  pharmaceutical  companies 
that  discover,  develop  and  produce  most  of  the  prescription  drugs  used  in  the 
United  States,  and  a  substantial  portion  of  the  medicines  used  abroad.  I  appreciate 
this  opportunity  to  appear  before  the  Committee  on  Labor  and  Human  Resources  to 
discuss  S.  1729,  a  bill  introduced  by  Chairman  Kennedy  to  establish  a  rebate  system 
for  drugs  procured  by  certain  clinics  funded  by  the  Public  Health  Service. 

Before  discussing  the  legislation,  Mr.  Chairman,  I  would  like  to  outline  briefly  the 
key  characteristics  of  America's  research-based  pharmaceutical  industry. 

A  Leader  in  Innovation 

The  pharmaceutical  industry  is  a  premier  high-technology  industry — where 
today's  business  creates  tomorrow's  therapeutic  breakthroughs.  It  is  a  highly  inno- 
vative industry  that  has  long  led  the  world  in  discovering  and  developing  new  medi- 
cines. 

It  also  is  a  highly  competitive  industry.  The  sales  of  the  four  largest  PMA  firms 
account  for  only  25  percent  of  total  domestic  sales.  The  top  eight  firms  account  for 
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less  than  50  percent  of  the  U.S.  market.  And  the  sales  of  20  companies  must  be  com- 
bined to  reach  75  percent  of  the  market. 

The  industry  has  consistently  maintained  a  positive  balance  of  trade — which  was 
$1.4  billion  in  1990  according  to  the  Department  of  Commerce. 

Research  and  Development 

To  remain  innovative  and  competitive,  the  industry  invests  huge  sums  in  research 
and  development.  R&D  expenditures  by  PMA  firms  have  doubled  every  five  years 
since  1970.  In  1991,  the  industry  is  expected  to  invest  $9.2  billion  in  R&D — once 
again  more  than  the  National  Institutes  of  Health  spends  on  all  biomedical  re- 
search. (Figure  1.)  (Charts  may  be  found  at  end  of  statement.) 

This  year,  the  industry  is  investing  16.9  percent  of  its  sales  in  research  and  devel- 
opment— while  all  industries  engaged  in  research  and  development  on  average 
invest  less  than  4  percent  of  sales  in  R&D,  according  to  the  National  Science  Foun- 
dation. (Figure  2.) 

The  enormous  increase  in  R&D  expenditures  is  in  part  attributable  to  the  uncer- 
tainty of  success  and  the  increasing  costs  of  discovering  and  developing  a  new  drug. 
Only  about  one  out  of  every  5,000  compounds  that  are  synthesized  and  tested  in  the 
laboratory  becomes  a  marketable  product.  And  it  takes  an  average  of  10  to  12  years 
to  discover  and  develop  a  new  drug.  The  average  cost  of  discovering  and  developing 
a  new  drug  is  now  estimated  to  exceed  $230  million,  up  sharply  from  previous  esti- 
mates. This  rising  cost  of  developing  a  new  drug  reflects  the  fact  that,  among  other 
factors,  pharmaceutical  companies  are  concentrating  more  on  discovering  drugs  to 
treat  complex  chronic  diseases  that  require  longer  development  times. 

Spending  on  Drugs 

It  is  well  known  that  spending  on  health  care  has  been  increasing  rapidly  as  a 
percentage  of  Gross  National  Product,  but  it  is  less  well  known  that  spending  on 
drugs  as  a  percentage  of  GNP  has  remained  relatively  constant.  Health-care  spend- 
ing—just over  7  percent  of  GNP  in  1970— reached  12.2  percent  of  GNP  in  1990,  ac- 
cording to  the  Health  Care  Financing  Administration  (HCFA),  while  spending  on 
prescription  drugs  remained  substantially  under  1  percent  of  GNP — just  as  it  has 
for  the  past  25  years.  (Figure  3.) 

Worldwide  Leader 

Our  industry  is  the  source  of  nearly  all  new  drugs  in  the  U.S.  and  the  leading 
source  worldwide.  Of  the  100  most  prescribed  patented  drugs  in  the  U.S.,  94  were 
patented  by  private  industry.  Forty-seven  of  the  97  new  drugs  marketed  worldwide 
between  1975  and  1989  originated  in  the  U.S.,  more  than  three  times  the  number 
from  any  other  country. 

Most  Cost-Effective  Therapy 

Medicines  not  only  save  lives — they  save  money.  Medicines  are  the  most  cost-ef- 
fective form  of  medical  therapy  because  they  help  to  reduce  the  cost  of  alternative, 
more  expensive  forms  of  medical  care,  such  as  surgery  and  hospitalization. 

A  recent  study  by  the  Battelle  Medical  Technology  and  Policy  Research  Center 
prepared  for  Schering-Plough  Corporation  found  that  the  use  of  pharmaceuticals 
saved  1.6  million  lives  and  $141  billion  over  the  past  50  years  for  just  four  dis- 
eases— tuberculosis,  polio,  coronary  heart  disease  and  cerebrovascular  disease.  Bat- 
telle also  projected  that  during  the  next  25  years  the  use  of  pharmaceuticals  will 
save  $68  billion  in  U.S.  health-care  costs  for  Alzheimer's  disease  while  reducing  the 
number  of  severe  cases  by  almost  400,000.  In  addition,  $211  billion  will  be  saved  in 
costs  for  cardiovascular  disease  with  5  million  deaths  and  9  million  cases  avoided. 
Further,  $180  billion  in  costs  will  be  saved  for  arthritis  and  the  number  of  disabling 
rheumatoid  arthritis  cases  will  be  reduced  by  half  and  the  number  of  osteoarthritis 
cases  by  more  than  20  percent. 

New  Medicines  in  Development 

Despite  the  progress  that  has  been  made  in  curing  disease  and  the  prospects  for 
future  advances,  many  diseases  remain  untreated.  The  research-based  pharmaceuti- 
cal industry  provides  the  best  hope  for  finding  new  and  better  treatments.  Accord- 
ing to  a  recent  PMA  survey,  research-based  pharmaceutical  companies  are  involved 
in  developing  329  medicines  for  diseases  that  primarily  afflict  older  Americans.  The 
health-care  costs  of  these  diseases  are  staggering.  The  following  table  shows  the 
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number  of  drugs  in  development  for  only  seven  major  diseases  that  afflict  the  elder- 
ly, as  well  as  the  estimated  cost  of  each  disease  and  the  source  of  the  cost  estimate: 

UNCURED  DISEASES 

COSTS  AND  PROMISING  MEDICINES 

Disease  Annual  US-  Source  of  Co-t  Fstimate  New  Dru2s  in 

Ulsease  cost  in  billions  bource  or  tost  tstimate  Development 


Alzheimer's   88 

Arthritis   35 

Cancer   104 

Cardiovascular   101 

Depression   27 

Diabetes   20 

Osteoporosis   10 

Total..   385 


Alzheimer's  Association   13 

Arthritis  Foundation   22 

National  Cancer  Institute   126 

American  Heart  Association   93 

Natl.  Inst  of  Mental  Health   16 

American  Diabetes  Association   8 

National  Institute  of  Aging   21 
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In  all,  these  seven  diseases  are  estimated  to  cost  $385  billion  a  year  in  the  U.S. 
alone — an  enormous  figure  that  fortunately  will  be  reduced  as  many  of  the  299 
medicines  in  development  to  prevent,  cure  or  treat  the  seven  diseases  are  approved 
and  marketed.  Fifty-nine  of  those  299  drugs  are  now  awaiting  approval  at  the  FDA. 
PMA  surveys  also  show  that  many  other  medicines  are  being  developed  to  treat 
other  disabling  and  costly  diseases,  including: 

— One  hundred  and  fourteen  drugs  and  vaccines  for  pediatric  use, 
—Sixty-two  medicines  and  vaccines  to  treat  AIDS  and  related  disorders, 
— One  hundred  and  seventy-six  orphan  drugs  to  treat  103  rare  diseases,  and 
-—One  hundred  and  thirty-two  biotechnology  medicines  and  vaccines. 

Drug-Rebate  Program 

With  that  background  on  our  industry,  I  now  would  like  to  turn  to  the  Medicaid 
drug-rebate  program  enacted  by  Congress  last  year.  The  program  was  designed  to 
produce  $3.4  billion  in  savings  primarily  through  rebates  from  manufacturers  of 
prescription  drugs  from  1991  through  1995 — $1.9  billion  in  savings  to  the  Federal 
government  and  $1.5  billion  in  savings  to  state  governments. 

Under  the  law,  the  basic  rebate  is  the  greater  of  12.5  percent  of  the  AMP  (the 
Average  Manufacturer  Price  to  Wholesalers  for  Distribution  to  the  Retail  Pharmacy 
Class  of  Trade)  or  AMP  less  BP  (the  Best  Price  to  any  customer  excluding  Federal 
depot  and  single-award  contract  prices  and  nominal  prices),  but  not  more  than  25 
percent  of  AMP.  In  1992,  the  rebate  remains  basically  the  same,  except  that  it  is  not 
to  exceed  50  percent  of  AMP.  Thereafter,  the  rebate  will  be  the  greater  of  15  per- 
cent of  AMP  or  AMP  less  BP.  An  additional  rebate  is  to  be  paid  when  the  AMP 
increases  at  a  rate  greater  than  that  of  the  Consumer  Price  Index. 

The  rebate  formula  is  rather  complex: 

For  single-source  and  innovator  multisource  drugs,  the  basic  rebate  is: 

R  =  AMP  -  BP 
Where:  R  =  Quarterly  Rebate  to  Medicaid  State  Program 

AMP  =  Average  Manufacturer's  Price  to  Retail  Pharmacy  Class  of  Trade,  as  of 
10/1/90,  Indexed  to  CPI 

BP  =  Best  Price  to  Any  Customer  in  U.S.,  Except  DVA  Depot,  Federal  Single- 
Award  Contract,  "Nominal,"  Not  Indexed 

The  rebate  limits  are  as  follows: 

1/1/91  -  12/31/91  12.5%  ^  R  ^  25% 
1/1/92  -  12/31/92  12.5%  ^  R  ^  50% 
After  12/31/92  15.0%    ^  R 

For  "Non-Innovator  Multisource,"  i.e.,  Generic: 

1/1/91  Through  12/31/93         R  =  10%  x  AMP 
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After  12/31/93  R  =  11%  x  AMP 

An  additional  rebate  to  account  for  drug  prices  rising  higher  than  general  infla- 
tion is: 

R  =  AMP  -  AMPI 

Where:  R  =  Quarterly  Rebate  to  State  Medicaid  Program 

AMP  =  Average  Manufacturer  Price  to  Wholesalers  for  Distribution  to  Retail 
Pharmacy  Class  of  Trade 

AMPI  =  AMP  as  of  October  1,  1990  Indexed  by  the  Increase  in  the  Consumer 
Price  Index — Urban  Areas — for  All  Items  (CPI-U) 

Industry  Reaction  to  Drug-Rebate  Law  and  "Best  Price"  Provisions 

PMA's  position  on  the  drug-rebate  law  was  set  forth  by  the  Board  of  Directors 
within  days  after  the  law  was  enacted.  The  Board  stated  that  the  industry  "funda- 
mentally believes  in  the  free  marketplace,  and  thus  opposed  the  imposition  of  statu- 
tory rebates  in  the  Medicaid  system.  However,  PMA  had  agreed,  as  part  of  the  over- 
all budget  reconciliation  process,  to  accept  fixed-percentage  rebates  in  the  Medicaid 
program  that  would  be  'scorable'  in  the  budget  process  " 

Unfortunately,  the  Board  continued,  the  compromise  that  had  become  law  would 
be  "disruptive  of  the  free  market.  The  new  law  treats  lawfully  operating  companies 
unequally. . . .  [Nevertheless]  the  industry  pledges  itself  to  work  cooperatively  with 
Health  Care  Financing  Administration  and  state  Medicaid  officials  to  achieve,  to 
the  maximum  extent  possible,  fair  and  effective  implementation  of  the  new  law, 
with  minimum  disruption  to  the  effective  access  of  Medicaid  patients  and  their  phy- 
sicians to  pharmaceutical  therapy."  As  the  Board  pledged,  our  industry  has  worked 
closely  with  HCFA  and  state  Medicaid  officials  in  helping  to  implement  the  drug- 
rebate  program. 

At  hearings  held  by  the  House  Energy  and  Commerce  Subcommittee  on  Health 
and  the  Environment  on  September  14,  1990,  and  by  the  Senate  Finance  Subcom- 
mittee on  Health  for  Families  and  the  Uninsured  on  September  17,  1990,  company 
executives  explained  their  discounting  practices  and  how  these  practices  would  be 
affected  by  a  Medicaid  rebate  program  based  on  "best  price."  For  example,  they 
said,  the  prices  many  companies  provided  the  Department  of  Veterans  Affairs  date 
back  to  World  War  E  efforts  to  bolster  the  government's  access  to  needed  medicines, 
apply  to  a  very  small  part  of  their  market  and  would  not  be  commercially  reasona- 
ble for  a  broader  segment  of  the  market.  Robert  A.  Ingram,  Executive  Vice  Presi- 
dent of  Glaxo  Inc.,  had  this  to  say  before  the  Subcommittee  on  Health  and  the  Envi- 
ronment: 

"For  most  manufacturers,  the  *best  price'  is  the  price  provided  to  the  Depart- 
ment of  Veterans  Affairs  (DVA).  Discounts  to  that  market  segment  are  a  histor- 
ical anomaly  that  has  evolved  from  World  War  II  efforts  to  bolster  the  govern- 
ment's access  to  needed  medicines.  Prices  in  that  market  have  remained  artifi- 
cially low  in  part  because  companies  like  Glaxo  have  found  it  reasonable  to  give 
the  veterans  a  break  in  a  very  small  portion  of  our  business.  That  segment  rep- 
resents only  1  or  2  percent  of  the  total  U.S.  pharmaceutical  market  

"While  some  pharmaceutical  companies'  prices  to  the  DVA  are  close  to  their 
commercial  prices,  for  many  manufacturers;  including  Glaxo,  the  federal  prices 

are  dramatically  lower  than  prices  we  quote  to  any  commercial  customer  

These  discounts  would  not  be  commercially  reasonable  for  a  broader  segment  of 
the  market  like  Medicaid,  which  represents  between  10  and  15  percent  of  pre- 
scription drug  sales." 

It  should  have  come  as  no  surprise,  therefore,  that  companies  would  review  their 
pricing  practices  in  the  wake  of  the  changed  market  conditions  mandated  by  the 
drug-rebate  provisions  of  OBRA  90. 

Competitors,  such  as  PMA  members,  cannot  for  legal  reasons  discuss  among 
themselves  the  commercial  actions  they  would  take  in  response  to  adoption  of 
market-influencing  legislation.  Thus,  on  advice  of  our  Association's  antitrust  coun- 
sel, our  Board  of  Directors  and  other  company  representatives  have  not  discussed, 
before  or  after  enactment  of  OBRA  90,  any  individual  company's  commercial  re- 
sponses to  that  legislation.  PMA  is  not  involved  in  any  way  with  the  pricing  deci- 
sions of  our  member  companies;  nor  have  we  compiled  data  on  individual  member 
Company's  historic  prices  to  Federal  Government  agencies  or  clinics  they  support. 
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On  October  2,  the  Congress  cleared  for  the  President's  signature  the  Department 
of  Veterans  Affairs  Appropriations  Act,  H.R.  2519.  The  Act  includes  an  amendment 
by  Senator  Mikulski  providing  that  prices  for  drugs  and  biologicals  paid  by  the  De- 
partment of  Veterans  Affairs  (DVA)  or  under  contracts  administered  by  it,  shall  not 
be  used  to  calculate  Medicaid  rebates.  The  amendment  goes  on  to  require  the  Secre- 
tary of  Veterans  Affairs  to  attempt  to  negotiate  new  contracts,  or  renegotiate  cur- 
rent contracts,  with  the  view  toward  achieving  prices  comparable  to  or  lower  than 
each  manufacturer's  pre-OBRA,  i.e.,  September  1,  1990,  prices  to  the  DVA,  adjusted 
for  increases  in  the  fiscal  year  1991  Medical  Consumer  Price  Index. 

The  next  day,  the  PMA  Board  Chairman  and  I  wrote  to  each  member  of  the 
PMA,  urging  them  to  "cooperate  fully  with  the  Secretary  of  Veterans  Affairs  in  the 
negotiations  called  for  by  the  Mikulski  amendment."  We  reminded  them,  of  course, 
that  prices  offered  by  individual  Companies  in  the  course  of  these  negotiations  must 
be  determined  individually  by  each  manufacturer  during  such  negotiations. 

State  Actions  Since  OBRA  90  Was  Enacted 

Besides  action  at  the  federal  level,  several  states  have  passed  legislation  to  extend 
the  Medicaid  rebates  to  their  other  drug-payment  programs.  PMA's  Board  took  a 
position  supporting  fixed-rate  discounts  for  income-tested  pharmaceutical  reimburse- 
ment programs  for  the  elderly.  Two  states,  Connecticut  and  Pennsylvania,  now  re- 
quire a  fixed  percentage  of  sales  returned  as  rebates.  New  York's  program  requires 
rebates  of  either  a  fixed  percentage  or  "best  price,"  whichever  is  higher,  but  it  does 
so  in  such  a  way  as  to  avoid  a  so-called  "death  spiral"  for  drug  prices. 

The  death  spiral  can  occur  when  two  independent  rebate  programs  operate  over 
time  to  ratchet  down  the  price  of  a  drug  by  requiring  progressively  greater  rebates. 
In  the  case  of  the  Medicaid  rebate  statute,  the  death  spiral  results  from  the  fact 
that  the  rebate  amount  has  two  components:  a  "best  price"  component  and  an  addi- 
tional CPI  component.  If  a  manufacturer's  price  for  a  drug  exceeds  the  prices  of  the 
drug  in  the  base  year  of  the  program  adjusted  by  the  change  in  the  CPI,  the  manu- 
facturer must  provide  an  additional  rebate  amount  equal  to  the  difference.  Thus,  a 
second  rebate  program  may  consider  this  additional  amount  to  arrive  at  a  new  "best 
price"  and  require  a  greater  rebate  from  the  manufacturer.  In  turn,  Medicaid  would 
regard  the  new  discount  under  the  second  rebate  program  as  creating  a  new  "best 
price,"  and  require  adjustment  to  the  best-price  component  of  its  rebate,  and  so  on. 

Public  Health  Clinic  Prudent  Pharmaceutical  Purchase  Act 

With  that  as  background,  let  me  turn  specifically  to  S.  1729.  As  we  understand 
this  bill,  it  intends  to  obtain  for  the  entities  receiving  funds  from  the  Public  Health 
Service — listed  in  subsections  (b)(l)-(8)  of  the  new  section  that  would  be  added  to 
Title  21 — the  same  prices  available  to  Medicaid  programs  or  even  lower  prices  as 
might  be  negotiated  separately  by  the  Secretary  of  Health  and  Human  Services  on 
behalf  of  each  entity.  Those  prices  would  only  be  available  to  those  "covered  enti- 
ties" that  actually  purchase  and  dispense  outpatient  pharmaceutical  products. 

We  appreciate  that  in  his  introductory  statement  Chairman  Kennedy  stated  his 
intention  to  avoid  interaction  between  S.  1729  and  the  Medicaid  rebate  calculations 
that  would  sequentially  force  prices  lower  until  they  reach  zero.  From  our  point  of 
view,  that  would  be  necessary  in  any  legislation  of  this  nature,  and  we  would  be 
pleased  to  work  with  the  Committee  to  make  sure  that  the  so-called  price  "death 
spiral"  would  not  occur.  There  are  three  ways  in  which  this  could  be  assured,  and 
we  have  discussed  them  with  the  Committee  staff.  However,  our  concerns  with  the 
bill  are  more  basic  than  this;  they  go  to  the  fundamental  workability  of  the  ap- 
proach taken. 

Since  S.  1729  was  introduced,  PMA  has  attempted  to  understand  its  scope  and 
how  it  would  be  administered.  While  we  are  still  attempting  to  gather  and  collate 
information  on  the  nature,  number  and  operation  of  the  "covered  entities,"  to  date 
we  have  only  been  partially  successful.  The  Public  Health  Service-funded  Communi- 
ty and  Migrant  Health  Centers  are  listed  in  a  directory  published  by  the  Public 
Health  Service.  Similarly,  a  directory  of  the  Homeless  Health  Care  Project  is  pub- 
lished by  the  National  Association  of  Community  Health  Centers,  with  whom  we 
have  met.  Together  the  entities  listed  in  subsections  (b)(1),  (2)  and  (3)  constitute 
more  than  600  centers  and  more  than  2,000  actual  clinics. 

With  respect  to  the  other  "covered  entities,"  we  have  been  unable  to  get  a  list  of 
who  they  are  or  how  many  there  are.  PMA  companies  in  general  do  not  appear  to 
have  specific  contracts  with  them,  as  near  as  we  can  tell.  We  understand  that  in 
some  cases  the  Public  Health  Service  grantees  are  integral  elements  of  larger 
health  facilities;  in  others,  they  may  be  as  small  as  an  individual  physician's  office. 
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It  appears  that  the  "covered  entities"  listed  in  S.  1729  are  not  reimbursed  by  the 
Federal  Government  for  the  pharmaceuticals  they  purchase  and  dispense,  and  that 
they  receive  pharmaceuticals  through  normal  commercial  distribution  systems,  in- 
cluding wholesalers  and  buying  groups.  Therefore,  providing  special  prices  or  re- 
bates to  them  would  be  totally  different  administratively  and  far  more  complex 
than  providing  discounts  or  rebates  to  state  Medicaid  programs  or  through  contracts 
with  the  Department  of  Veterans  Affairs. 

Since  no  one  seems  to  know  how  many  of  these  entities  there  are,  the  percentage 
of  them  that  purchase  and  dispense  outpatient  pharmaceutical  products  or  the  over- 
all volume  of  such  purchasing  or  dispensing,  it  is  impossible  to  estimate  with  any 
assurance  the  total  "savings"  that  such  entities  might  realize.  Perhaps  as  impor- 
tant, it  is  impossible  to  estimate  the  administrative  costs  that  the  entities,  the  De- 
partment of  Health  and  Human  Services  and  the  industry  would  bear  if  the  bill 
were  to  be  enacted. 

Subsections  (c)(1)  and  (d)  seem  to  envision  the  Secretary  of  Health  and  Human 
Services  negotiating  'individual  contracts  on  behalf  of  the  covered  entities  with  the 
pharmaceutical  industry.  We  understand  that  more  than  two  hundred  pharmaceuti- 
cal companies  have  signed  agreements  with  the  Health  Care  Financing  Administra- 
tion to  provide  Medicaid  rebates.  Assuming  that  there  are  several  thousand  entities 
that  would  be  covered  by  S.  1729,  the  complexities  of  attempting  to  track  the  phar- 
maceuticals on  which  a  discount  would  be  required  under  the  contracts  and  to  pro- 
vide a  necessary  audit  trail  to  verify  such  use  would  appear  to  be  prohibitively  ex- 
pensive if  it  were  possible  at  all. 

Even  with  respect  to  the  Medicaid  rebates,  where  pharmacies  are  actually  reim- 
bursed by  the  states  based  on  reports  to  the  states,  we  understand  that  several 
states  are  still  unable  to  provide  accurate  figures.  And  that  system  is  well  estab- 
lished and  substantially  less  complicated  than  the  disparate  entities  that  would  be 
covered  by  S.  1729. 

We  understand  that  the  introduction  of  S.  1729  is  a  reaction  to  price  increases  to 
the  covered  entities  caused  by  the  "best-price"  provisions  of  the  Medicaid  rebate 
program.  That  could  be  addressed  by  adopting  the  same  approach  that  is  contained 
in  the  Department  of  Veterans  Affairs  Appropriations  Act,  namely  to  exempt  prices 
to  the  covered  entities  from  the  Medicaid  rebate  best-price  calculations.  If  Congress 
and  the  Executive  Branch  were  to  decide  to  do  so,  PMA  would  not  oppose  such  a 
measure.  Indeed  I  am  certain  that  the  leadership  of  PMA  would  exhort  our  compa- 
nies to  attempt  to  cooperate  fully  with  the  entities,  as  was  done  in  connection  with 
the  DVA. 

Because  we  do  not  understand  the  sweep  of  S.  1729  as  now  written,  or  how  it 
could  be  implemented  if  it  were  to  be  enacted,  we  are  not  in  a  position  to  support  its 
enactment. 

Mr.  Chairman,  this  concludes  my  prepared  statement.  I  would  be  pleased  to  re- 
spond to  any  questions  that  you  or  other  members  of  the  committee  may  have. 
[Charts  follow:] 


49-996  0-92-3 


62 


R&D  BY  INDUSTRY  AND  NBH 


Billions  $ 


1980   1981   1982   1983   1984  1985  1986   1957  1988   1989   1990  1991* 


Soercc  National  Institutes  of  Hcahh  and  PMA  Ansoal  Survey 

Figure  1. 


Estimated 


R&D  AS  PERCENT 
OF  SALES 

Percent 
18 
16 
14 
12 
10 

8 

6 

4 

-> 


PMA  Rz  R&D/Sales 
U.S.  Industry  R&D/Sales 


J_  !  J  _L 


i      I  JL 


J  I  S  L 


1975  1980  1985 

Source:  PMA  Acmial  Survey.  Nation*!  Sdcace  Foucdsfcoa 
Figure  2. 


19901991* 
EstitRatcd 


ILS.  HEALTH  CARE 
AS  A  PERCENT  OF  GNP 


rruRES 


Source:  Hcsfch  Ovc 


1975  WW  IM5  1990 


Figure  3 


63 


The  Chairman.  Mr.  Schondelmeyer. 

Mr.  Schondelmeyer.  Mr.  Chairman,  I  thank  you  for  the  opportu- 
nity to  participate  in  your  panel,  and  I  commend  you  on  this  piece 
of  legislation,  I  think  this  will  help  to  assure  that  the  Federal  dol- 
lars spent  on  prescription  drugs  will  go  to  treating  the  poor  and 
the  needy  rather  than  to  helping  to  increase  the  marketing  and  ad- 
vertising and  profits  of  the  pharmaceutical  companies. 

I  think  it  is  clear  from  our  earlier  presenters  that  there  are  a 
number  of  public  health  clinics  today  who,  because  of  drug  price 
increases,  are  having  to  cut  back  the  number  of  patients  treated, 
having  to  cut  back  the  scope  of  their  services.  And  so  with  the 
same  dollars,  we  are  treating  fewer  patients.  That  is  not  an  objec- 
tive that  any  government  program  would  hope  to  achieve. 

The  objective  of  this  legislation  is  to  take  the  same  dollars  and  at 
least  be  able  to  treat  the  same  number  of  patients,  if  not,  in  fact, 
even  more  patients.  So  one  issue  before  us,  then,  is — certainly,  the 
cost  of  innovation,  the  cost  of  bringing  new  drugs  to  the  market- 
place is  a  major  issue,  but  I  think  there  is  a  cost  of  innovation  that 
we  have  overlooked. 

There  are  many  patients  who  have  treatable  diseases  who  can't 
afford  therapy  today,  and  because  of  that,  we  have  a  cost  of  innova- 
tion that  in  order  to  find  new  drugs  for  new  therapies  and  new  dis- 
ease states  we  don't  have  therapies  for  today — and  that  is  impor- 
tant; I  want  that  as  much  as  anyone  because  when  I  am  50,  60,  or 
70, 1  want  to  have  a  cure  for  that  disease  I  am  going  to  have. 

But  we  have  people  today  who  go  untreated  and  have  significant 
cost  in  our  health  care  system,  particularly  our  public  health  care 
system,  because  they  can't  afford  the  drugs  themselves,  and  in- 
creasingly the  government  can't  afford  to  buy  those  drugs  for  them 
either.  So  I  think  that  is  why  we  are  here  today  on  this  particular 
issue. 

Second,  I  think  we  can  look  at  the  response  of  the  manufacturers 
to  the  OBRA  legislation,  the  Medicaid  Rebate  Program.  In  one 
sense,  it  is  unfortunate  that  the  very  manufacturers  who  had  been 
giving  the  greatest  discounts  to  the  Medicaid  program  appear  to  be 
the  greatest  culprits,  and  I  think  that  is  wrong  to  blame  them  in 
that  sense. 

The  drug  companies  who  might  have  been  giving  a  90-percent 
discount,  for  example,  on  products  to  the  Veterans  Administration 
in  their  best  price  who  now  try  to  raise  their  prices  to  be  closer  to 
the  marketplace  price  end  up  looking  as  if  they  have  raised  their 
price  200,  300,  or  400  percent.  And,  in  fact,  they  have,  but  they  are 
simply  leveling  out  their  price  with  respect  to  the  rest  of  market- 
place pricing. 

There  is  some  logic  to  that,  but  I  think  also  we  need  to  look  at 
the  response  of  these  companies.  There  is  a  provision  in  the  Medic- 
aid legislation  that  says  a  company  with  a  nominal  price — and  I 
think  that  has  been  defined  to  mean  less  than  ten  percent  of  the 
going  marketplace  price— will  not  have  that  price  counted  against 
them  as  the  best  price.  So  some  of  these  prices  maybe  could  have 
been  left  down  at  that  lower  level  and  not  affected  the  best  price 
under  the  Medicaid  legislation  either. 

I  think  we  have  to  put  this  issue,  though,  in  a  much  broader  con- 
text. This  is  not  just  prescription  drug  prices  going  up  in  1991  be- 
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cause  of  OBRA  1990  passed  in  1990.  Prescription  drug  prices  have 
been  increasing  and  the  rate  has  been  accelerating,  As  Senator 
Kennedy's  metaphor  gave  us  earlier,  we  haven't  even  had  a  de- 
crease in  the  rate  of  increase.  We  have  had  an  increase  in  the  rate 
of  increase  in  pharmaceutical  prices.  They  have  been  going  up  over 
time. 

In  1987,  prescription  drugs,  according  to  the  CPI,  went  up  at  8 
percent.  By  1988,  it  was  down  a  tenth  of  a  percent  at  7.9.  In  1989,  it 
went  to  8.7,  then  to  9.3  in  1990,  and  this  year  on  an  annualized 
basis  it  is  running  about  10.9  or  11  percent.  So  it  is  even  accelerat- 
ing. 

I  would  point  out  that  the  increase  this  year  over  last  year  is  not 
due  necessarily  to  OBRA  and  the  Medicaid  legislation.  It  is  simply 
a  continuation  of  a  trend  that  has  been  there  for  a  long  time.  It  is 
not  a  sudden  acceleration  precipitated  by  a  piece  of  legislation  last 
year  in  Medicaid,  necessarily.  If  you  look  at  the  trend  line,  it  is  a 
fairly  steady  increase  of  the  rate  of  increase. 

And  it  is  not  just  averages  across  the  marketplace.  There  are  in- 
dividual drug  products  that  have  gone  up  substantially.  In  fact,  I 
tracked  prices  in  the  pharmaceutical  industry  across  broad  groups 
of  companies  and  product  categories  and  therapeutic  categories, 
and  there  are  pharmaceutical  products  today — it  used  to  be  that 
manufacturers  would  raise  their  price  once  a  year  and  that  price 
would  go  up,  you  know,  6  to  12  percent  for  that  given  product. 

In  the  last  year-and-a-half,  2  years,  I  have  seen  manufacturers 
begin  to  raise  their  prices  twice  a  year,  and  it  may  go  up  five  per- 
cent each  time,  which  looks  a  lot  better  each  time  you  raise  it,  but 
it  still  nets  out  to  about  a  ten-percent  increase.  In  fact,  there  are 
some  products,  though,  that  have  been  going  up  twice  a  year  and 
had  increases  as  high  as  15  percent  each  time  they  raised  those 
prices.  Prolixin  was  the  drug  we  heard  about  earlier  and,  in  fact, 
over  the  last  3  years,  it  has  gone  up  six  times  in  price  and  four  of 
the  six  price  increases  were  a  15-percent  increase  each  time.  Those 
are  very  substantial  increases. 

The  final  point  I  want  to  hit  upon  is  that  the  Pharmaceutical 
Manufacturers  Association  again  has  reminded  us  of  the  signifi- 
cant investment  they  have  in  research  and  development.  I  com- 
mend them  on  that,  and  I  think  we  do  need  to  be  careful  as  a  socie- 
ty to  continue  to  encourage  them  to  innovate  and  bring  new  thera- 
pies to  the  marketplace. 

But  we  do  have  to  reach  a  balance.  In  a  society  where  we  have 
growing  health  care  needs  and  where  we  can't  afford  to  treat  the 
people  with  the  existing  drugs  we  already  have,  we  have  to  reach  a 
balance.  And  I  think,  also,  we  need  to  put  in  perspective  the  myth 
that  all  of  these  price  increases  are  solely  for  the  sake  of  research 
and  development. 

The  way  I  would  like  to  put  that  in  perspective  is  to  say  if  we 
take  a  pharmaceutical  firm  that  is  spending  15  percent  of  their 
sales  revenue  on  research  and  development  and  we  concede  that 
they  can  raise  their  R  and  D  investment  each  year  by  10  percent,  it 
would  only  take  a  1  Vk-percent  price  increase  to  accomplish  that. 

Now,  if  we  concede  also  that  they  can  raise  their  prices  at  the 
general  rate  of  inflation,  they  can  add  on  another  four  to  five  per- 
cent. So  they  can  raise  their  price  5.5,  6  percent  a  year  to  cover 
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their  R  and  D  and  inflation.  The  rate  this  year  for  pharmaceutical 
increases  is  about  11  percent.  The  question  I  would  have  rhetorical- 
ly for  the  pharmaceutical  manufacturers  is  where  does  the  rest  of 
that  six  percent  go,  and  let  us  have  some  discussion  on  that  rather 
than  just  the  R  and  D.  We  will  concede  every  point  you  want  to 
make  on  R  and  D,  but  let  us  talk  about  the  other  part,  then,  and 
where  that  is  going  today. 

In  particular,  I  tried  to  find  some  information  to  give  us  just 
some  background  of  where  that  might  be  going.  I  looked  at  publica- 
tion, Medical  Advertising  News,  which  just  in  September  of  1991 
had  a  review  of  the  top  50  pharmaceutical  firms,  and  I  looked 
within  that.  They  report  R  and  D  expenditures,  and  I  also  looked 
at  the  Fortune  500  issue  that  came  out  in  the  spring  of  this  year 
that  reports  profitability  of  companies,  and  the  Business  Week 
1,000  that  reports  profitability. 

What  I  found  was  that,  first  of  all,  7  of  the  top  50  pharmaceuti- 
cal companies  marketing  in  the  U.S.  either  decreased  or  did  not  in- 
crease their  R  and  D  expenditures  last  year.  So  first  of  all,  while 
many  companies  do  continually  increase  their  research  and  devel- 
opment expenditures,  a  number  of  companies  have  been  decreasing 
their  R  and  D  expenditures  and  some  have  been  holding  constant. 

Sixty  percent  of  the  top  50  pharmaceutical  companies  increased 
their  R  and  D  expenditures  less  than  10  percent  last  year.  So  it  is 
not  going  up  as  fast  or  any  faster  than  the  rate  of  inflation,  in  gen- 
eral. Nearly  40  percent  of  the  top  50  pharmaceutical  companies 
also  increased  the  size  of  their  sales  forces  last  year  greater  than 
the  percentage  increase  they  had  in  research  and  development.  So, 
again,  that  gives  us  signals  that  may  indicate  that  a  greater  share 
of  the  increase  in  prices,  or  at  least  a  substantial  share  of  increase 
in  prices  is  going  to  marketing  expenses. 

I  would  like  to  conclude  by  saying  that  in  this  analysis  of  the  top 
50  pharmaceutical  companies,  the  analyst  that  put  the  piece  to- 
gether for  a  number  of  the  pharmaceutical  companies  noted  that 
many  companies  were  increasingly  relying  upon  price  increases  in 
a  market  where  they  were  actually  having  unit  sales  declines  to 
prop  up  their  Wall  Street  profile  in  terms  of  profitability  and  the 
investment  potential  of  that  pharmaceutical  stock. 

And  I  think  there  are  a  number  of  companies  who  are  listed  in 
that  particular  publication  and  statements  to  the  effect  that  their 
total  sales  went  up  and  their  unit  volume  actually  went  down,  and 
the  sales  went  only  because  of  price  increases.  And  that  concerns 
me  when  we  have  a  marketplace  and  an  industry  whose  profitabil- 
ity is  riding  upon  price  increases  rather  than  unit  volume, 

I  think  as  a  society  we  have  increasing  health  care  needs  and  we 
have  an  increasing  group  in  our  population  who  do  not  have  access 
to  care  because  they  cannot  afford  it  and  they  are  uninsured.  And 
in  that  marketplace,  I  see  a  win/win  for  pharmaceutical  companies 
and  the  government;  that  is,  if  we  expand  coverage  to  those  who  do 
not  get  care  today,  that  expands  the  market  for  pharmaceutical 
companies.  It  means  more  dollars  of  revenue  that  they  could  have. 

But  in  balance  with  that,  the  pharmaceutical  companies  need  to 
consider  limiting  the  rate  of  increase  in  their  pharmaceutical 
prices  so  that  we  as  a  government  and  as  a  society  can  afford  to 
pay  for  the  health  care  of  those  who  can't  afford  it  themselves. 
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I  thank  you  for  your  time  and  attention. 

[The  prepared  statement  of  Mr.  Schondelmeyer  follows:] 

Prepared  Statement  of  Mr.  Schondelmeyer 

Thank  you,  Mr.  Chairman  and  members  of  the  Committee,  for  this  opportunity  to 
provide  input  into  your  deliberations  regarding  the  Public  Health  Clinic  Affordable 
Drug  Act.  I  am  Stephen  W.  Schondelmeyer,  professor  of  Pharmaceutical  Economics 
at  the  University  of  Minnesota  where  I  serve  as  director  of  the  PRIME  Institute. 
This  institute  focuses  on  pharmaceutical  research  in  management  and  economics. 
My  education  and  20  years  experience  and  research  have  provided  me  with  a 
unique  understanding  of  the  pricing  patterns  within  the  pharmaceutical  industry 
and  of  the  drug  expenditure  patterns  of  both  private  and  government  health  care 
programs. 

My  intent  is  to  discuss  the  following  topics  regarding  pharmaceutical  expendi- 
tures and  the  Public  Health  Clinic  Affordable  Drug  Act: 

(1)  Drug  Price  Changes  at  the  Public  Health  Service  Clinics; 

(2)  Manufacturers'  Responses  to  OBRA  '90; 

(3)  Drug  Price  Increases  in  the  Broader  Context;  and 

(4)  Role  of  Research  and  Development  and  Other  Factors  in  Drug  Price  Inflation. 

Drug  Price  Changes  at  PHS  Clinics 

The  Public  Health  Service  Act  clinics  serve  many  individuals  who  can  not  afford 
to  pay  for  health  care  services.  These  federally  funded  programs  extend  the  safety 
net  of  health  care  services  to  a  growing  number  of  patients  who  are  both  medically 
and  financially  needy.  This  growing  health  care  need  must  be  balanced  against  lim- 
ited federal  resources  to  pay  for  such  health  care  services.  In  this  environment  of 
limited  public  resources,  the  dramatic  increases  in  prescription  drug  prices  being  ex- 
perienced by  PHS  Act  clinics  created  a  substantial  dilemma.  Drug  price  increases 
ranging  from  15  percent  to  as  much  as  500  percent  mean  that  fewer  patients  can  be 
served  with  the  limited  funds  available  to  PHS  Act  clinics. 

PHS  Act  clinics  should  have  access  to  the  most  favorable  pricing  terms  on  several 
grounds.  First,  the  PHS  Act  clinics  are  non-profit  programs  and  should  be  extended 
the  same  discounts  provided  to  other  non-profit  institutions  such  as  hospitals  and 
health  maintenance  organizations.  Second,  the  PHS  Act  clinics  serve  the  poor  and 
indigent  who  are  medically  needy  and  should  receive  discounts  available  to  other 
charitable  organizations  and  facilities.  Third,  the  PHS  Act  clinics  are  government 
funded  programs  and  should,  therefore,  be  given  the  substantial  government  dis- 
counts traditionally  provided  for  the  Veterans'  Administration  and  the  Department 
of  Defense.  Finally,  the  PHS  Act  clinics  purchase  a  substantial  volume  of  pharma- 
ceuticals (about  $218  million  per  year)  and  should  receive  lower  prices  based  on  this 
collective  volume  of  purchases.  These  purchases  are  in  some  cases  made  through 
buying  groups  similar  to  those  used  by  hospitals  and  in  other  cases  directly  through 
wholesalers  who  administer  similar  discount  and  rebate  programs  for  many  other 
favored  price  customers. 

Mr.  Chairman,  you  are  to  be  commended  for  setting  for  the  Public  Health  Service 
Act  Affordable  Drug  Act.  This  Act  will  assure  that  the  federal  dollars  spent  on  pre- 
scription drugs  through  PHS  Act  clinics  will  reach  and  expand  coverage  for  those 
who  are  medically  and  financially  needy.  Without  this  Act  fewer  needy  patients  will 
be  served  and  the  same  resources  would  be  expended  for  fewer  pharmaceuticals  at 
higher  prices  in  a  way  that  helps  pharmaceutical  firms  further  expand  their  re- 
search and  development,  their  marketing  and  advertising,  and  their  profits. 

Manufacturers'  Responses  to  OBRA  '90 

Congress  in  1990  passed  the  Medicaid  drug  rebate  program  as  part  of  the  Omni- 
bus Reconciliation  Act  of  1990  (OBRA  '90).  A  driving  force  for  this  legislation  was 
the  continuing  inflation  of  pharmaceutical  manufacturers'  prices  at  rates  two  to 
three  times  higher  than  the  CPI  for  all  items.  Medicaid,  which  purchases  13  percent 
to  14  percent  of  all  outpatient  prescriptions,  was  paying  the  highest  price  in  the 
marketplace.  Upon  examination  of  prices  paid  by  other  purchasers  and  payers  Con- 
gress discovered  that  much  more  favorable  pricing  terms  were  available  even  in  the 
outpatient,  retail  market  for  those  buyers  who  acted  as  prudent  purchasers  and  ne- 
gotiated price  with  pharmaceutical  manufacturers.  A  number  of  State  Medicaid  pro- 
grams attempted  to  negotiate  better  prices  with  various  pharmaceutical  firms,  but 
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most  firms  refused  to  negotiate.  Only  upon  the  real  threat  of  legislation,  after  the 
Pryor  legislation  appeared  to  have  a  good  chance  of  passage,  did  a  few  firms  step 
forward  in  the  spring  of  1990  to  develop  voluntary  rebate  programs  with  selected 
states.  The  final  legislation  passed,  however,  is  much  more  effective  than  voluntary 
programs  would  have  been  in  that  all  States  participate,  nearly  all  manufacturers 
participate,  and  the  rebate  program  is  standardized  across  all  States  and  manufac- 
turers. It  must  be  noted  here  that  the  OBRA  '90  legislation  is  a  case  of  Congress 
stepping  in  to  help  the  Medicaid  programs  act  as  more  prudent  buyers  of  pharma- 
ceuticals. The  provisions  of  the  legislation,  however,  are  all  features  that  were  bor- 
rowed from  purchasing  arrangements  between  pharmaceutical  manufacturers  and 
private  buyers.  Congress  simply  used  established  mechanisms  developed  in  the  com- 
petitive marketplace  and  acted  collectively  on  behalf  of  the  State  Medicaid  pro- 
grams. 

Others  at  this  hearing  have  described  the  details  of  this  legislation  so  I  will  not 
repeat  the  specifics  of  the  Act.  Instead  my  focus  will  be  on  the  responses  of  pharma- 
ceutical manufacturers  to  OBRA  '90  since  its  passage.  A  few  manufacturers,  typical- 
ly those  with  the  greatest  discounts  to  government  programs,  hospitals,  and  HMO's, 
substantially  raised  their  prices  (50  percent  to  more  than  500  percent)  to  such  fa- 
vored customers  after  passage  of  OBRA  '90  to  avoid  having  to  give  the  same  best 
price  to  the  much  broader  Medicaid  market.  Hospitals,  HMO's,  nursing  home  phar- 
macies, the  Veterans  Administration  (VA),  the  Department  of  Defense  (DoD),  and 
now  the  PHS  Act  clinics  have  all  experienced  increases  in  prices  that  seem  to  be 
related  to  the  passage  of  the  OBRA  '90  legislation.  This  legislation  has  been  in  place 
for  less  than  a  year  and  we  have  only  seen  the  first  round  of  adjustment  in  a  dy- 
namic marketplace.  Legislation  to  exempt  the  VA  and  DoD  facilities,  from  the  best 
price  provision  of  OBRA  '90  has  been  passed  by  Congress  and  awaits  the  President's 
signature.  It  should  be  noted,  however,  that  this  legislation  is  a  temporary  measure 
and  the  exemption  will  expire  in  June  of  1992.  If  signed  into  law,  this  legislation 
will  give  us  a  view  of  the  level  of  voluntary  cooperation  that  pharmaceutical  compa- 
nies wish  to  extend  by  allowing  assessment  of  the  number  of  companies  who  roll 
back  their  prices  to  the  pre-OBRA  '90  levels  with  acceptable  adjustment  for  infla- 
tion. The  degree  to  which  prices  do  not  reach  inflation-adjusted  levels  similar  to  the 
pre-OBRA  '90  period  will  illuminate  our  understanding  whether  pharmaceutical 
firms  viewed  OBRA  '90  as  an  excuse  to  raise  prices  rather  than  as  an  unavoidable 
cause  of  price  increases. 

Some  buyers  in  the  favored  price  markets  (such  as  hospitals  and  HMO's)  have 
seen  substantial  price  increases  which  may  increase  their  1991  drug  expenditures  as 
much  as  6  percent  to  20  percent  above  the  normal  pharmaceutical  inflation  rate  of  9 
percent  to  12  percent.  Other  buyers  in  these  markets  who  exercise  considerable  in- 
fluence over  the  use  of  drug  products  in  their  respective  practice  settings  tlirough 
various  mechanisms,  such  as  formularies  and  generic  substitution,  have  been  able  to 
negotiate  post-OBRA  '90  drug  prices  that  will  allow  them  to  keep  drug  expenditure 
growth  rates  at,  or  below  the  normal  rate  of  inflation  for  pharmaceuticals.  The  most 
effective  of  these  buyers  are  able  to  hold  their  drug  expenditure  growth  to  as  low  as 
2  percent  to  5  percent,  even  after  accounting  for  inflation.  In  other  words,  increas- 
ingly in  the  future  lower  price  in  the  pharmaceutical  market  will  have  a  direct  rela- 
tionship not  just  to  volume  of  product  purchased,  but  also  to  amount  of  influence 
over  drug  use  within  the  practice  setting. 

Drug  Price  Increases  in  the  Broader  Context 

One  must  examine  drug  price  increases  in  historical  context  to  determine  the  true 
impact  of  OBRA  '90  on  drug  price  inflation.  We  should  recall  here  that  prescription 
drug  prices  as  measured  by  the  CPI-Rx  Drugs  has  been  averaging  increases  two  to 
three  times  the  rate  of  increase  in  the  CPI-all  Items.  In  1987  CPI-Rx  Drugs  in- 
creased 8.0  percent,  in  1988  it  increased  7.9  percent,  in  1989  it  jumped  8.7  percent, 
in  1990  it  grew  by  9.3  percent,  and  in  1991  it  is  running  close  to  11  percent  on  an 
annualized  basis.  Certainly  it  appears  that  the  CPI-Rx  drugs  will  be  higher  m  1991 
than  in  1990,  but  in  the  broader  historical  context  this  increase  is  the  continuation 
of  a  trend  over  a  number  of  years  and  not  a  newly  precipitated  turn  upwards  due  to 
the  OBRA  '90  legislation.  In  addition  to  this  broader  overview  of  drug  price  inflation 
trends  based  on  the  CPI,  one  can  look  at  the  price  history  of  specific  drugs.  For  ex- 
ample, Prolixin  Decanoate  has  been  dramatically  increasing  for  several  years.  In 
fact,  in  the  three  year  period  from  October  of  1988  to  October  of  1991  this  drug  prod- 
uct has  had  five  price  increases  (15  percent,  15  percent,  9.5  percent,  15  percent,  and 
5.3  percent).  This  trend  began  well  before  OBRA  '90  and  has  continued  since  its  pas- 
sage. The  Prolixin  example  is  not  an  isolated  example  but  rather  is  typical  of  many 
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other  drug  products.  Another  drug  frequently  used  in  PHS  Act  clinics  is  Dilantin. 
This  drug  has  seen  six  price  increases  since  1988  (9.4  percent,  9.5  percent,  9.0  per- 
cent, 9.0  percent,  12.0  percent,  and  12.0  percent)  for  a  cumulative  increase  of  78.4 
percent  over  this  three  year  period. 


Role  of  R  &  D  and  Other  Factors  in  Drug  Price  Inflation 

The  Pharmaceutical  Manufacturers  Association  has  reminded  us  again  of  the  sub- 
stantial commitment  made  by  pharmaceutical  firms  to  research  and  development  (R 
&  D).  This  commitment  is  to  be  applauded  and  rewarded,  but  it  should  not,  and  is 
not  an  excuse  for  carte  blanche  price  increases  well  beyond  the  inflation  rate  in  the 
broader  economy.  Let  me  illustrate  this  point  by  saying  that  a  pharmaceutical  firm 
which  spends  15  percent  of  sales  revenue  onR&D  could  raise  their  R&D  expendi- 
ture by  10  percent  in  a  given  year  with  a  price  increase  of  just  1.5  percent.  In  addi- 
tion to  this  R&D  commitment  that  firm  could  raise  prices  another  4  percent  to 
keep  up  with  inflation  and  still  have  an  overall  inflation  rate  of  only  5.5  percent. 
This  point,  then,  brings  us  to  the  rhetorical  question  of  "Where  does  the  rest  of  the 
10  percent  to  11  percent  increase  in  prescription  prices  from  most  pharmaceutical 
firms  go?" 

Many  pharmaceutical  firms  have  become  addicted  to  price  increases  as  a  means 
to  prop  up  declining  sales  volumes  and  to  improve  their  Wall  Street  profiles  on  a 
quarterly  basis.  Evidence  of  this  behavior  can  be  found  in  an  industry  review  that 
was  recently  published  by  Medical  Advertising  News  (September  1991).  That  review 
reports  that  for  American  Home  Products  Corporation  "...  in  the  United  States, 
prescription  pharmaceutical  sales  increased  5  percent  in  1990  as  higher  prices  more 
than  offset  lower  unit  sales."  Similar  statements  are  made  about  a  number  of  other 
companies  including  Marion  Merrell  Dow,  Schering-Plough,  Syntex,  and  Warner- 
Lambert.  Other  information  in  this  review  of  the  "Top  50  Pharmaceutical  Compa- 
nies" suggests  that  price  increases  may  be  due  to  several  other  factors  in  addition  to 
increased  R&D  expenditures. 

Seven  of  the  top  pharmaceutical  firms  marketing  in  the  United  States  either  de- 
creased, or  did  not  increase,  their  R&D  expenditures  in  1990  versus  the  1989  ex- 
penditure level. 

Sixty  percent  (30  of  50)  of  the  top  50  pharmaceutical  firms  marketing  in  the 
United  States  increased  their  R&D  expenditures  by  less  than  10  percent  inl  990 
versus  1989. 

Nearly  40  percent  (19  of  50)  of  the  top  pharmaceutical  firms  marketing  in  the 
United  States  increased  the  size  of  their  sales  force  by  a  greater  percentage  than 
the  increase  in  their  respective  R&D  expenditures. 

More  than  half  (27  of  50)  of  the  top  pharmaceutical  firms  marketing  in  the  United 
States  and  more  than  two-thirds  (17  of  25)  of  the  top  25  firms  based  in  the  United 
States  had  greater  increases  in  sales  revenues  than  their  respective  increases  in  R  & 
D  expenditures  from  1989  to  1990. 

Over  one/half  (17  of  80)  of  the  top  30  prescription  drugs  had  greater  percentage 
price  increases  from  1989  to  1990  than  the  respective  percentage  increases  in  R  &  D 
expenditures  of  the  pharmaceutical  firms  which  made  such  products. 

Eleven  of  thirteen  U.S.  based  pharmaceutical  firms  for  which  profits  were  report- 
ed in  Fortune  (April  22,  1991)  or  The  Business  Week  1000  (Spring  1991)  were  found 
to  have  a  higher  percentage  of  sales  as  profits  than  the  percentage  of  sales  which 
went  toward  R&D. 

Although  some  of  the  increase  in  prices  go  toward  increased  R&D  expenditures, 
a  substantial  share  of  increased  prices  goes  toward  increased  sales  and  marketing 
activities  or  increased  profits.  Not  all  pharmaceutical  companies  can  be  lumped  to- 
gether in  sweeping  generalizations  about  pricing  behavior.  In  fact,  there  are  many 
differences  among  the  major  pharmaceutical  firms  with  respect  to  pricing.  One  way 
of  illustrating  the  role  of  price  increases  is  to  look  at  a  specific  pharmaceutical  prod- 
uct. Premarin  (Wyeth-Ayerst)  between  1989  and  1990  increased  in  price  by  19.7  per- 
cent, the  company's  profits  increased  12  percent,  and  R&D  expenditures  increased 
6,9  percent.  This  company  can  hardly  argue  that  their  price  increase  was  driven  by 
increased  R&D  expenditures. 

Summary 

As  a  society  we  have  growing  demand  for  health  care  and  limited  resources  to  pay 
for  such  health  care.  Health  care  inflation  continues  to  significantly  outpace  the 
rest  of  the  economy  and  pharmaceutical  product  price  inflation  continues  to  outpace 
most  health  care  inflation  categories.  We  need  to  find,  as  a  society,  a  means  to  cover 
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an  expanded  population  of  persons  who  do  not  have,  or  can  not  afford,  adequate 
health  care  including  pharmaceutical  products  and  services.  Pharmaceutical  firms 
stand  to  gain  from  coverage  of  this  expanded  market.  As  government  increases  its 
role  in  paying  for  this  needed  expansion  of  pharmaceutical  coverage  newly  devel- 
oped programs  must  be  carefully  developed  to  balance  the  rate  of  price  increases 
against  the  need  to  cover  more  individuals.  Pharmaceutical  companies  should  be  ex- 
pected to  trade  off  lower  rates  of  price  increases  for  an  expanded  pharmaceutical 
market.  If  new  coverage  programs  do  not  address  the  inflation  rate  of  pharmaceuti- 
cals, the  government  will  continue  to  spend  more  money  to  treat  fewer  people.  With 
the  cooperation  of  pharmaceutical  firms,  however,  the  number  of  persons  served  can 
be  expanded  and  pharmaceutical  firms  can  experience  increased  revenue  from  an 
expanded  market  rather  than  from  rapidly  accelerating  prices. 

The  Chairman.  Thank  you  very  much. 
Senator  Wellstone. 

Senator  Wellstone.  Thank  you,  Mr.  Chairman.  I  just  wanted  to 
thank  Mr.  Schondelmeyer  for  coming,  and  wanted  to  explain  that  I 
have  a  conflict,  so  I  will  make  sure  that  we  continue  the  discussion 
back  at  the  University  of  Minnesota. 

If  we  were  to  take  the  Minnesota  State  Fair  as  a  focus  group — 
and  for  those  of  you  who  don't  know,  about  half  the  State's  popula- 
tion— certainly,  the  senior  Senator  knows  this — comes  to  the  State 
fair  in  13  days.  I  think,  Mr.  Chairman,  it  would  reaffirm  what  you 
have  provided  so  much  leadership  on;  namely,  health  care  is  abso- 
lutely a  central  issue  in  people's  lives. 

It  seemed  to  me  that  three  out  of  every  four  individuals  wanted 
to  talk  to  me  about  health  care  and  they  wanted  me  to  talk  to 
them,  and  part  of  that  discussion  had  to  do  with  the  cost  of  pre- 
scription drugs.  It  is  a  very  real  concern  in  the  lives  of  people.  So  I 
commend  you  for  your  leadership  on  this  and  look  forward  to  work- 
ing with  you,  and  I  thank  both  panelists  for  being  here  and  only 
apologize  for  this  conflict. 

The  Chairman.  Thank  you  very  much. 

You  have  heard,  Mr.  Mossinghoff,  about  the  efforts  Mr.  Camacho 
made  to  get  some  response  from  the  companies  in  terms  of  limiting 
drug  costs.  I  had  to  go  over  to  the  floor  at  that  time,  but  I  under- 
stand that  of  the  ones  that  he  had  asked,  91  manufacturers,  if  they 
would  provide  the  Medicaid  best  price  to  his  clinics,  I  guess  5  of 
them  said  yes.  Do  you  think  you  could  get  a  better  response  if  you 
wrote?  Do  you  think  you  might  have  more  influence  with  the  com- 
panies than  Mr.  Camacho? 

Mr.  Mossinghoff.  I  don't  know.  Certainly,  with  the  chairman  of 
the  board,  together,  we  may  have  some  influence.  I  don't  know 
what  the  question  he  asked  was. 

The  Chairman.  I  see. 

Mr.  Mossinghoff.  And  I  know  that  if  a  company  were  to  give — 
on  its  own  right  now,  if  it  were  to  give  the  Medicaid  rebate  to  a 
private  concern  or  to  one  of  these  community  health  services,  that 
would  establish  a  new  best  price,  in  turn,  which  would  then  have  a 
Consumer  Price  Index  overlay  in  Medicaid.  And  you  would  be  in 
this  spiral  where  you  would  continue  to  go  down  until  you  were  ac- 
tually giving  the  product  away.  So  I  don't  know  how  he  asked  the 
question. 

I  would  recommend,  if  the  committee  chooses  to  take  action,  that 
you  emulate  the  Mikulski  amendment  and  exempt  it  so  that  that 
interaction  between  the  best  price  and  the  spiral  down  is  broken, 
and  then  give  the  companies — give  us  a  chance;  let  it  be  a  volun- 
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tary  program.  And,  again,  we  would— the  chairman  and  I  would 
exhort  the  companies  to  look  after  these  people,  to  the  extent  we 
can  identify  them,  and  we  think  we  can  easily  identify  280  of  them. 

The  Chairman.  The  CBO  says  that  the  clinics  are  not  getting  the 
lowest  or  the  best  prices.  Therefore,  exempting  the  clinic  prices 
from  the  calculation  of  the  Medicaid  discount  would  not,  cause 
prices  to  decrease. 

Mr.  Mossinghoff.  I  have  read  that  from  the  CBO.  I  don't  think 
they  did  an  in-depth  study.  I  mean,  I  am  in  no  way  critical.  That 
was  a  very  fast  piece  of  work  they  did  for  the  committee  staff,  and 
it  was  mostly  parametric.  We  are,  again,  trying  to  run  that  to 
ground  within  the  companies. 

The  Chairman.  All  right.  Well,  maybe  we  could  at  least  get  the 
people  who  were  involved  in  the  study  and  maybe  your  staff  people 
together  so  that  at  least  we  have  some  understanding  as  to  what 
the  facts  are. 

Mr.  Mossinghoff.  We  would  be  pleased  to  do  that,  and  we  do 
work  closely  with  CBO  in  a  technical  way. 
The  Chairman.  I  will  come  back  to  you. 
Senator  Durenberger. 

Senator  Durenberger.  Yes,  Mr.  Chairman.  I  am  supposed  to  be 
in  the  Republican  Leader's  office  in  about  4  minutes,  so  I  will  be 
relatively  brief. 

The  Chairman.  What  are  you  people  cooking  up  over  there? 
[Laughter.] 

Senator  Durenberger.  Solution  of  the  problem  of  extended  bene- 
fits to  the  unemployed. 

You  know,  history  tells  us  it  is  a  difficult  job  to  be  the  head  of 
the  Pharmaceutical  Manufacturers  Association,  and  I  just  want  to 
compliment  you,  Jerry,  for  providing  the  leadership  during  this 
very  difficult  time.  I  think  one  of  the  reasons  that  comes  out  here 
at  various  times  is  that  a  drug  company  is  not  a  drug  company  is 
not  a  drug  company.  I  mean,  there  is  quite  a  variety  to  it. 

One  of  the  things  that  I  have  learned  since  I  made  my  little 
speecji  on  the  floor  is  how  different  many  companies  are  and  what 
their  end  objectives  are,  where  they  are  in  the  marketplace.  So  I 
would  just  say  for  the  record  that  it  is  a  little  dangerous  to  do  this 
lumping  of  figures  on  marketing  and  R  and  D  and  profit  and 
things  like  that  because  it  seems  that  different  people  are  looking 
for  a  different  part  of  this  market.  And  rather  than  go  down  here 
as  another  basher  or  something  like  that,  I  think  trying  to  find  a 
solution  to  the  problem  means  trying  to  understand  the  problem  a 
lot  better. 

One  of  the  things  that  came  up  in  talking  to  these  clinics  in  Min- 
nesota apropos  trying  to  make  a  decision  on  this  bill,  for  example, 
is  something  I  hadn't  realized  happened  in  connection  with  OBRA 
1990  and  the  Medicaid  thing,  and  that  is  sort  of  the  open  formulary 
process  that  came  out  of  it. 

In  Minnesota,  the  Medicaid  people  tell  us  that  we  used  to  have  a 
closed  formulary  and  we  could  make  decisions  about  comparable 
products  which  were  differently  priced  and  choose  a  lower-priced, 
comparable-quality  product,  but  we  can't  do  that  now. 

I  have  an  example  here  which  says  there  are  five  or  six  compet- 
ing products  for  ulcer  treatment.  The  newest  one  is  called  prilisec, 
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and  it  costs  $92  per  person  per  month — that  is,  to  Minnesota — and 
that  is  with  the  rebate.  The  less  expensive  competitor  costs  $39  per 
person  per  month.  So  what  they  are  saying  in  Minnesota  is  what 
good  is  a  rebate,  you  know,  if  you  are  forced  to  take  a  higher-priced 
product. 

Given  what  I  said  earlier  about  some  of  these  other  price  differ- 
entials, I  wonder  if  either  or  both  of  you  could  comment  on  some  of 
the  defects  in  OBRA  1990  which  won't  permit  a  market  to  work  in 
some  of  the  ways  that  probably  it  should,  where  somebody  can 
make  a  decision  but  is  barred  by  this  legislation  from  making  a  de- 
cision which  would  be  appropriate  quality  for  the  patient,  but  at  a 
lower  price  to  the  third-party  payer. 

Mr.  Mossinghoff.  Senator.  I  would  comment  two  things.  One  is 
that  PMA,  with  a  very  large  coalition  of  patient  groups  and  civil 
rights  groups,  fought  very  hard  to  ensure  that  Medicaid  patients 
did  get  whatever  appropriate  therapy  their  doctor  decided  was  best 
for  them  in  any  given  circumstance.  I  won't  comment  on  the  differ- 
ences between  individual  drugs,  but  that  is  a  principle  that  we 
hold.  Congress  itself,  in  enacting  the  Medicaid  legislation,  reaf- 
firmed that  that  was  the  national  policy,  that  these  people  should 
not  be  relegated  to  second-class  pharmaceutical  care  just  because 
they  are  on  Medicaid. 

With  respect  to  the  dollars  flowing,  the  dollars  are  flowing  to 
Medicaid.  There  is  no  chance  of  gaming  Medicaid.  The  price  is  in- 
dexed as  of  last  October  1,  the  average  manufacturer  price.  There 
are  two  elements  to  the  Medicaid  rebate.  One  is  a  formula  that  is 
the  best  price  or  12.5  percent  or  15  percent,  and  then  there  is  a 
second  element,  and  that  is  to  the  extent  that  the  average  manu- 
facturer price  exceeded  the  CPI— not  the  medical  CPI,  the  CPI — 
there  is  a  second  element  to  it.  So  there  is  no  way  for  the  compa- 
nies to  game  the  flow. 

Anecdotally,  we  have  a  study  of  our  own,  in  parallel  with  the 
Health  Care  Financing  Administration.  So  in  no  way  can  it  be 
gamed.  Our  initial  anecdotal  data  are  that  it  is  actually  going  to 
get  a  lot  more  money  for  the  Medicaid  program  than  the  Congres- 
sional Budget  Office  estimated  at  the  time  Congress  enacted  it. 

Now,  we  can't  prove  that  and  we  probably  won't  be  able  to  for 
another — maybe  Professor  Schondelmeyer  might  comment — it  is 
going  to  be  another  6  months  or  a  year,  probably,  before  we  can 
actually  come  in  with  data,  but  the  anecdotes  are  that  there  is  a 
lot  more  money  flowing  into  Medicaid  from  our  companies  than 
was  anticipated  by  Congress  when  they  enacted  the  legislation. 

Senator  Durenberger.  Maybe,  Steve,  you  know  something  about 
Minnesota  specifically.  The  information  I  am  given  is  that,  yes, 
they  have  savings  this  year.  By  next  year,  the  combination  of  open 
formulary  and  just  the  administrative  part  of  this  sort  of  thing  is 
going  to  start  costing  Minnesota  money. 

Mr.  Schondelmeyer.  It  could  cost  them  significantly.  It  depends 
on  what  they  do  with  the  concept  of  prior  authorization,  which  is 
authorized  under  the  legislation,  or  at  least  not  prohibited,  which 
allows  them  to  emulate  a  system  similar  to  the  formularies  we  had 
previously.  They  could  achieve  similar  cost  savings  under  that. 

I  think  one  other  factor  is  you  asked  also  about  what  could  be 
made  to  make  this  a  more  competitive  market.  I  think  the  drug 
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companies  commonly  say  they  are  in  and  want  to  remain  in  a  very 
competitive  market  environment,  and  I  think  one  thing  this  entire 
industry  needs  to  make  it  more  competitive — I  think  for  the  most 
part  it  is  a  very  competitive  market,  but  there  is  one  element  left 
out  of  that  competitive  environment. 

In  general,  price  has  not  been  a  part  of  the  competition.  It  has 
been  technology  competition,  it  has  been  marketing  competition, 
competition  for  the  time  of  the  doctor  or  the  attention  of  the 
doctor.  Price  has  been  left  out.  Those  of  you  in  Congress  and  on 
staffs  who  have  tried  to  find  prices  of  various  products  under  vari- 
ous purchasers  know  howT  difficult  it  is  to  find  that  information 
from  various  payers. 

One  of  the  classic  hallmarks  of  a  truly  competitive  market  is 
that  price  information  is  readily  available  to  all  buyers  in  the 
market  to  see  how  much  somebody  else  is  paying  versus  how  much 
I  am  paying.  And  I  would  urge  Congress  to  consider  some  type  of 
legislation  to  require  that  all  pricing-related  information  at  all 
levels,  from  manufacturer  to  wholesaler  to  retailer  to  consumer,  be 
declared  as  public  information  and  be  readily  available  in  this  mar- 
ketplace. 

I  think  that  would  do  more  than  almost  any  other  piece  of  legis- 
lation you  could  enact  to  increase  competition  and  at  least  a  con- 
sciousness of  how  much  these  products  are  costing  us  and  what  is 
the  tradeoff  of  using  Product  A  versus  Product  B  in  the  market- 
place. 

The  Chairman.  Isn't  Pennsylvania  doing  some  of  that  with 
regard  to  medical  costs?  Do  you  know  about  their  program? 

Mr.  Schondelmeyer.  I  don't  know  about  making  price  informa- 
tion publicly  available. 

The  Chairman.  Well,  they  require  hospitals  to  make  public  the 
average  charge  for  various  procedures. 

Mr.  Schondelmeyer.  Other  than  pharmacy,  yes. 

The  Chairman.  But  not  for  this? 

Mr.  Schondelmeyer.  Not  that  I  am  aware  of. 

The  Chairman.  OK. 

Mr.  Schondelmeyer.  We  had  a  round  of  legislation  back  in  the 
1970's  where  retail  pharmacies  were  required  to  post  prices,  and 
those  laws  remain  on  the  books  in  most  States,  but  there  is  no 
similar  requirement  for  wholesalers  and  manufacturers  in  the 
pharmaceutical  marketplace. 

The  Chairman.  Let  me  ask  you,  Mr.  Schondelmeyer,  about  the 
death  spiral  which  has  been  described  here.  Is  there  a  way  of  deal- 
ing with  that?  I  think  Mr.  Mossinghoff  mentioned  the  Mikulski  ap- 
proach. What  is  your  own  sense?  What  we  are  interested  in  in  this 
legislation  is  the  best  drug  prices  for  the  community  health  centers 
and  similar  kinds  of  facilities.  Is  the  ' 'death-spiral"  a  problem 
here? 

Mr.  Schondelmeyer.  Well,  there  is  a  concept— the  death  spiral  is 
something  that  occurs  between  two  pieces  of  legislation  that  are 
both  asking  for  the  best  price,  particularly  when  you  have  an  infla- 
tion adjustment.  But  I  think  there  is  a  way  to  take  care  of  that  as 
well  that  is  fairly  straightforward  and  simple. 

For  example,  let  us  use  the  Pennsylvania  one  you  described.  The 
Pennsylvania  PACE  program  for  the  elderly  for  prescription  drugs 
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recently  was  trying  to  put  legislation  through  and  did  get  some 
type  of  legislation  through  their  State  legislature.  They  wanted  to 
say  they  get  the  same  best  price  that  Medicaid  does  Federally,  and 
that  they  also  would  have  an  inflation  adjustment  index. 

So  when  Medicaid  Federally  gets  a  rebate  and  then  they  also  pay 
the  inflation  adjustment  rebate,  it  notches  it  down  a  little  bit. 
PACE  will  say  then  we  want  that  additional  inflation  adjustment 
down  as  part  of  our  best-price  calculation.  So  then  they  get  their 
best  price,  plus  their  own  inflation  adjustment,  which  drives  it 
down  a  little  further,  and  it  keeps  ping-ponging  back  and  forth. 

But  the  simple  way  to  take  care  of  that  is  in  both  pieces  of  legis- 
lation simply  say  that  the  best  price  is  exclusive  of  inflation  adjus- 
tors,  and  then  put  a  specific  inflation  adjustor  in  each  State  or 
each  piece  of  Federal  legislation  that  doesn't  count  in  the  best-price 
component  but  that  is  paid  in  addition  to  the  best-price  rebate  that 
is  paid.  That  would  solve  the  death  spiral  very  simply. 

Mr.  Mossinghoff.  Indeed,  Mr.  Chairman,  there  are  two  other 
ways  to  do  without  going  it  now.  We  have  given  those  to  the  staff 
of  the  committee.  One  is  the  Mikulski  approach.  There  are  two 
other  technical  drafting  approaches  which  would  decouple  the  two. 

The  Chairman.  Mr.  Mossinghoff  indicated  that  the  drug  compa- 
nies can't  game  the  Medicaid  program.  As  I  understand  it,  you 
have  indicated  that.  I  didn't  know,  Mr.  Schondelmeyer,  whether 
you  have  any  reaction  to  that. 

Mr.  Schondelmeyer.  I  guess  it  depends  on  where  you  look  for 
the  game.  In  one  sense,  raising  prices  to  others  in  the  marketplace 
is  a  part  of  the  game.  It  is  that  cost  shift  balloon  phenomenon  we 
see  in  all  places.  I  think  another  sense  is  shifting  the  types  of  prod- 
ucts and  NDC  numbers  that  they  use. 

For  example — and  I  am  not  sure  if  HCFA  has  ruled  that  this  is 
acceptable  or  not,  but  at  one  point  some  drug  companies  were  con- 
sidering giving  deep  discounts  on  their  unit  dose  products  which 
are  used  primarily  in  hospitals  and  in-patient  settings,  and  not 
giving  deep  discounts  on  their  bulk  packaging,  the  packages  of  100 
that  would  go  to  most  community  pharmacies. 

So  since  the  retailers  are  buying  a  different  NDC  item,  National 
Drug  Code  item,  which  is  the  way  the  rebate  system  will  be  calcu- 
lated, they  could  give  a  lower  price  in  one  market  and  not  the 
other  simply  by  having  the  same  product  with  two  different  NDC 
codes  and  packaged  a  little  bit  different. 

There  are  other  examples  of  games,  although  in  general  I  don't 
think  there  is  a  blatant  gaming  of  the  system  in  quite  that  way 
across  the  board.  There  are  a  few  isolated  incidents  and  ideas  that 
crop  up  here  and  there,  but  the  major  gaming  comes  in  getting  the 
same  continued  profits  and  price  increases  from  somewhere  else  in 
the  market. 

I  think  as  your  own  chart  over  here  on  the  left  shows,  the  one  in 
the  middle,  I  think  we  have  to  realize  here  we  are  talking  about 
the  most  profitable  industry  in  the  U.S.  We  are  not  talking  about 
the  white  boxes  there,  which  is  the  average  profitability  of  indus- 
tries in  the  U.S.;  we  are  talking  about  the  red  box. 

[Charts  follow:] 


49-996  0-92-4 
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This  industry  could  afford  to — and  I  don't  mean  to  be  an  indus- 
try basher,  but  they  could  afford  to  lose  a  third  of  their  profitabil- 
ity and  still  be  the  most  profitable  industry  in  the  U.S.  And  I  don't 
think  that  is  going  to  seriously  hurt  their  investment  potential  in 
the  marketplace  either.  I  mean,  we  have  people  still  investing  in 
Citicorp  and  IBM,  both  of  whom  had  losses  last  year. 

And  I  am  not  advocating  that  we  want  to  drive  the  pharmaceuti- 
cal industry  to  mediocrity.  We  don't.  I  want  to  keep  them  at  the 
top  edge  with  that  blue  box  over  there,  the  second  most  profitable 
industry.  That  is  competition  when  you  are  close  to  the  next  one 
that  you  are  competing  with.  But  when  there  is  a  gap  and  it  con- 
tinues to  widen,  I  think  it  is  a  sign  of  a  fundamental  flaw  in  the 
marketplace. 

The  Chairman.  OK.  Well,  Senator  Hatch  mentioned  earlier  the 
reform  of  the  FDA.  We  are  very  much  interested  in  that  in  order 
to  give  them  support.  That  is  a  common  interest,  obviously,  to  the 
PMA  and  also  to  the  consumers. 

But  we  really  are  very  much  committed  to  affordable  drug  prices 
for  these  community  health  centers  and  other  clinics,  which  are 
really  the  lifeline  for  millions  of  our  fellow  citizens.  We  really  have 
to  make  sure  that  the  clinics  are  certainly  included  in  efforts  by 
the  Congress  to  assure  affordable  drugs  to  our  most  vulnerable  citi- 
zens. 

We  will  be  glad  to  continue  to  work  with  the  PMA  to  see  if  we 
can't  work  together,  but  we  are  very,  very  serious  about  this  and 
we  are  going  to  move  along  with  the  legislation  at  the  first  oppor- 
tunity. 

[Chart  follows  with  additional  statements  and  material  submit- 
ted for  the  record:] 
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Respiratory  Clinics  of  Eastern  Kentucky 


Telephone  633-4437 


Post  Office  Box  827 
Whitesburg,  Kentucky  41858 


October  23,  1991 


The  Honorable  Edward  M.  Kennedy 
113  Senate  Russell  Office  Building 
Constitution  &  Delaware  Ave.,  NE 
Washington,  D.C.  20510 

ATT:     Marsha  Simon 

Dear  Senator  Kennedy: 

Enclosed  is  the  hard  copy  of  the  data  that  was  faxed  to  you 
earlier.     Please  note  this  information  was  obtained  from  two 
different  sources;  one  pharmacy  located  in  Whitesburg,  (Letcher 
County)  Kentucky  and  the  other  in  Leatherwood/Blackey  Medical 
Clinic  (Perry  County) .     The  data  was  gathered  independently  and 
may  contain  some  duplication  of  drugs. 

If  you  have  further  questions,  please  feel  free  to  call. 
Very  truly  yours, 


Loife  A.  Baker 
Executive  Director 

LAB/ds 

Enclosures 

cc:     Elsie  Sullivan,  U.S.  PHS 
Van  Breeding,  M.D. 
Bill  Fields,  Clinic  Administrator 
Carl  B.  Banks,  Program  Administrator 


MOUNTAIN  COMPREHENSIVE  HEALTH  CORPORATION 
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Description 

January 
1989 

January 
1990 

1991 

COPD  MEDS  -  30  dav  suddIv 

Theophylline,  Sus.  Release 
300mg,  #60 

$11 .95 

$12 .82 

$14.40 

Terbutaline,  2.5mg,  #90 

16.04 

17  .33 

18.71 

Aminophylline  lOOmg.  #120 
(Generic) 

$1.00  to 
Price  has 

$2.00  per 
s  remained 

month ; 
constant . 

Albuterol  Inhalers,  2/month 

27.38 

32.84 

38.96 

Metaproterenol  Inhalers,  3/month 

27.06 

40.56 

46.68 

Ipratropium  Inhalers,  2/month 

32.22 

35.76 

42.88 

Betamethasone  Inhalers,  2/month 

41.26 

43.22 

50.74 

Metaproterenol  Sol.  30ml. 
(IPPB  machine) 

24.55 

24.78 

30.91 

Patients  suffering  from  this  condition  must  use  an  average  of 
two  types  of  inhalers,  two  solid  dosage  forms  (tablets,  capsules, 
etc.)  continually.     They  are  prone  to  respiratory  infections 
requiring  an  antibiotic  (usually  expensive)  three  to  four  times 
per  year.     They  are  often  required  to  use  an  IPPB  machine  (using 
more  medications)  three  to  four  times  daily. 

The  simple  act  of  breathing  puts  a  strain  on  their  hearts  which 
requires  more  drugs  to  ease  that  strain. 

The  COPD  patient  will  also  have  sudden  bouts  of  apnea  requiring 

oral  or  (usually)  intravenous  treatment  with  steroids  and  other  drugs. 

DTABBTKS  Ifffl.I.TTTS 
30  day  supply 

Glipizide  lOmg.  #120  $48.18        $51.55  $66.77 

Glyburide  5mg,  #120  44.38  49.99  58.81 

Insulin  (human  deriv)  3  vials  40.71         42.75  47.13 

Insulin  (beef/pork  deriv)  3  vials        31.82         34.11  38.04 
(Patients  must  also  have  syringes  -  $8.50/month 

Testing  agents  (blood  sugar  level)  -  $35.00/month 

Chronic  conditions  caused  by  diabetes  are  well  documented.  Heart 
and  blood  pressure  problems,  vision  problems,  life-threatening 
infections  requiring  expensive  antibiotics,  hospital  stays  and/or  surgery 
are  all  very 


We  cannot  overlook  the  necessity  and  cost  of  educating  these  patients  in 
the  areas  of  diet,  caring  for  infections,  as  well  as  the  cost  of 
machines  necessary  to  test  blood  glucose  levels  (which  are  far  more 
accurate  than  the  old  urine  sugar  level  testing  methods.) 
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HCVD  Me<iicftUQP.s 

Captopril  25mg,  #90 

Enalapril  10mg,  #30 

Diltiazem  60mg,  #90 

Nadolol  40mg,  #30 

Atenolol  50mg,  #60 

Metoprolol  50mg,  #60 

Nifedipine  lOmg,  #90 

Pindolol  5mg,  #60 

Verapamil  80mg,  #90  (generic) 

HCTZ/Triamterene  Caps.  #30 

Cholesterol  Lowering  Agents 

Digoxin  0.25mg,   (Lanoxin  Brand) 

HCTZ  50mg,  #30  (generic) 
Furosemide  40mg,  #30  (generic) 

Potassium  +  replacement 

NSAID's  (Arthritis  Meds) 

Naprosyn  500mg,  #60 

Feldene,  20mg,  #  30 

Orudis  75mg,  #60 

Dolobid  500mg,  #60 

Ibuprofen  800mg,  #90  (generic) 

Indomethacin  25mg,  #100  (generic) 
*Ansaid  lOOmg,  #60 
♦Marketing  began  in  June,  1989.  . 


$35.50 

$39.76 

$49.03 

19.56 

24.94 

25.09 

39.94 

43.10 

51.02 

17.48 

19.14 

24.44 

32.50 

37.90 

46.63 

21.84 

23.58 

25.71 

31.34 

37.75 

45.68 

22.40 

29.70 

38.12 

$5.00  to 

$8.00/month 

9.66 

10.84 

10.84 

53.49 

65.82 

67.14 

$2.50  to  $3.00/month; 


Cost  fairly  constant. 
$1.00  to  $1.50/month; 
Cost  fairly  constant 


7.25 

7.72 

8.09 

52.82 

57.13 

63.62 

46.42 

50.95 

65.97 

39.33 

44.21 

53.82 

39.66 

44.54 

53.27 

10.63 

10.63 

10.63 

$  5.08 

$  5.08 

$  5.08 

45.89 

45.89 

63.46 

We  must  also  be  aware  that  these  medications,  in  long-term  use 

cause  side  effects  which  must  be  treated.     The  cost  of  this  treatment 

is  at  least  $65.00  per  month  -  usually  more. 
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1)  Cardizem  60mg,  #90 

1989  -  $44.50 

1990  -  $49.50 

1991  -  $54.75 

2)  Lopressor  lOOmg,  #6 

1989  -  $36.50 

1990  -  $39.50 

1991  -  $42.50 

3)  Visken  5mg,  #60 

1989  -  $34.50 

1990  -  $38.25 

1991  -  $42.00 

4)  Capoten  25mg,  #60 

1989  -  $31.50 

1990  -  $34.50 

1991  -  $37.50 

5)  Calan  SR  240mg 

1989  -  $25.75 

1990  -  $31.50 

1991  -  $36.00 

6)  Tenormin  50mg ,  #30 

1989  -  $21.00 

1990  -  $23.50 

1991  -  $27.00 

7)  Tenex  lgm,  #30 

1989  -  $18.50 

1990  -  $20.25 

1991  -  $22.25 


1) 


1)  Feldene  20mg,  #30 

1989  -  $52.50- 

1990  -  $59.50 

1991  -  $65.00 

2)  Orudus  75mg,  #60 

1989  -  $52.50 

1990  -  $57.50 

1991  -  $62.00 

3)  Naprosyn  500  mg,  #60 

1989  -  $57.50 

1990  -  $62.50 

1991  -  $67.50 

4)  Voltaren  75mg,  #60 

1989  -  $49.75 

1990  -  $54.50 

1991  -  $59.75 


23%  Increase 

16%  Increase 

22%  Increase 

19%  Increase 

40%  Increase 

29%  Increase 

20%  Increase 
Arthritis  Meds 

24%  Increase 
18%  Increase 
17%  Increase 
20%  Increase 


4) 


Theo-dur  300  mg, 

1989  -  $14.50 

1990  -  $16.50 

1991  -  $18.50 


28%  Increase 


Ventolin  Inhaler  17gm 

1989  -  $16.00 

1990  -  $20.50  47%  Increase 

1991  -  $23.50 


Ceclor  250mg,  #30 

1989  -  $41.50 

1990  -  $49.50 

1991  -  $56.50 


36%  Increase 


Vanceril  Inhaler  17gm 

1989  -  $21.50 

1990  -  $25.50  42%  Increase 

1991  -  $30.50 


Atrovent  Inhaler 

1989  -  $19.00 

1990  -  $23.50 

1991  -  $26.50 


14gm 


40%  -Increase 


Augment  in  500mg,  030 

1989  -  $55.00 

1990  -  $62.50  26%  Increase 

1991  -  $69.50 


Diabetes  Meds 

Glucotrol  lOmg,  #120 

1989  -  $55.50 

1990  -  $64.50  27%  Increase 

1991  -  $70.50 

Diabinese  250mg,  #100 

1989  -  $53.50 

1990  -  $59.00  18%  Increase 

1991  -  $65.00 

Humulin  nu  100,  30cc 

1989  -  $42.25 

1990  -  $48.50  20%  Increase 

1991  -  $50.75 


Diabeta  5mg,  #60 

1989  -  $22.75 

1990  -  $26.25 

1991  -  $33.00 


45%  Increase 
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Statement 


Pharmaceutical 

Manufacturers 
Association 

AMERICA'S  PHARMACEUTICAL  RESEARCH  COMPANIES: 
KEEPING  THE  COST  OF  HEALTH  CARE  DOWN 

OCTOBER  1,  1991 

A  Response  to  the  staff  report 
of  the  U.S.  Senate  Special  Committee  on  Aging. 


The  staff  of  the  U.S.  Senate  Special  Committee  on  Aging 
issued  a  report  on  September  24,  1991  intended  for  informational 
purposes.     "It  does  not  represent  either  findings  or  recom- 
mendations formally  adopted  by  the  Committee,"  according  to  the 
report . 

The  report  is  critical  of  America's  pharmaceutical  research 
companies  on  five  principal  points:  prices,  profits,  marketing, 
research  and  tax  credits. 

The  staff  report  is  biased  and  replete  with  factual  errors, 
erroneous  interpretations  and  misstatements.  Then,  on  the  basis 
of  flawed  findings,  the  report  presents  misguided  policy  options. 

America's  pharmaceutical  industry  leads  the  rest  of  the 
world  in  innovation;  the  new  drugs  that  are  developed  by  the 
industry  improve  the  health  and  quality  of  life  of  patients  here 
and  around  the  world.     These  medicines  save  lives  and  money. 
They  often  cure  or  control  deadly  diseases,  shorten  hospital 
stays,  reduce  physician  visits  and  obviate  surgery  in  millions  of 
cases.     Prescription  medicines  help  hold  down  health-care  costs. 
And  they  are  the  best  hope  for  containing  health-care  costs  in 
the  future. 

The  following  addresses  the  report's  principal  allegations. 

PRESCRIPTION  DRUG  PRICES/PROFITABILITY 

Costs  of  discovering  and  developing  pharmaceuticals  have 
risen  sharply. 

o        Industry- funded  research  and  development 

expenditures  have  doubled  every  five  years  since 
1970,  reaching  $9.2  billion  in  1991  —  more  than 
the  total  invested  in  biomedical  research  by  all 
the  National  Institutes  of  Health.     (See  Chart  1) 
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o       Drug  prices  have  not  risen  as  fast  as  the 
industry's  R&D  expenditures.    In  1990,  for 
example ,  the  rise  in  pharmaceutical  research  was 
virtually  double  the  rate  of  drug  price  increases 
across  the  industry.     (See  Chart  2) 

o       Compared  with  all  other  U.S.  industries,  the 
pharmaceutical  industry  devotes  a  higher 
percentage  of  sales  revenues  to  R&D  —  16.5 
percent  in  1990  for  all  PMA  member  companies. 
This  is  more  than  four  times  the  average  of  all 
industries.     (See  Chart  3) 

o  The  latest  estimate  —  by  economists  at  Tufts 
University  —  of  the  cost  of  developing  a  new 
drug  is  $231  million,  up  sharply  from  earlier 
estimates.     (See  Chart  4) 

o       A  recent  study  by  Duke  University  economist  Henry 
Grabowski  found  that  only  three  of  every  10  drugs 
introduced  by  the  pharmaceutical  industry  between 
1970  and  1979  subsequently  recovered  their  R&D 
costs.     (See  Chart  5) 

o       The  Grabowski  study  also  concluded  that  if  prices 
had  risen  at  only  the  general  rate  of  inflation 
since  1980,  the  industry  could  not  have  recovered 
its  costs  for  this  portfolio  of  drugs  and  R&D 
expenditures  would  have  been  adversely  affected. 

The  1980s  have  seen  greatly  shortened  product  life  cycles 

tag  pharmaceuticals. 

o       In  1984,  the  life  cycle  of  pharmaceutical  products 
that  had  lost  patent  protection  was  shortened 
dramatically  with  the  passage  of  the  Drug  Price 
Competition  and  Patent  Term  Restoration  Act 
(Waxman-Hatch) ,  which  made  possible  quick  approval 
of  generic  copies  of  brand-name  products.  Within 
two  years  of  patent  expiration,  the  typical  pharm- 
aceutical product  now  loses  half  of  its  market. 
This  has  put  significant  pressure  on  prices. 

Foreign  patent  piracy  raises  costs. 

o       Countries  such  as  India,  Brazil  and  Thailand  steal 
an  estimated  $4.8  billion  in  patented  inventions 
from  U.S.  pharmaceutical  companies  each  year, 
according  to  the  U.S.  Trade  Representative  and  the 
International  Trade  Commission. 
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A  Pllfqrent  <?PI  frase  Year  Wpuld  Lead  tp  pjfferept 

conclusion?. 

o       To  demonstrate  that  pharmaceutical  price  increases 
are  advancing  faster  than  other  medical  expendi- 
tures, the  report  uses  1980  as  a  base  year.  If 
the  report  had  gone  back  to  the  CPI's  previous 
base  year  of  1967,  it  would  show  that  drug  prices 
lagged  behind  the  all-items  CPI  until  1990  —  and 
still  trails  the  CPI's  medical  component  by  200 
points.     (See  Chart  6) 

o       Regardless  of  what  the  report  implies,  the  average 
cost  of  a  prescription  drug  in  the  U.S.  in  1990 
was  $19.94. 

UtSt  pruq  Prices  versus  Qther  Industr jj,aU?efl  Rations. 

o        There  are  errors  in  the  staff  report's  comparisons 
of  U.S.,  European  and  Canadian  drug  prices.  For 
example,  on  Table  1  of  the  Staff  Report,  the  per- 
centage price  difference  between  U.S.  and  Canadian 
drugs  is  inflated  by  100.    The  difference  between 
the  Canadian  and  U.S.  price  of  one  of  our 
products,  for  instance,  is  32  percent,  not  132 
percent  as  stated. 

o       The  staff  report  cites  two  studies  —  one  from 

Italy  and  another  by  the  Office  of  the  Inspector 
General  of  the  Department  of  Health  and  Human 
Services  —  that  indicate  that  Americans  pay  more 
for  prescription  drugs  than  Europeans  do.  The 
report  neglects  to  take  into  account  a  study 
published  in  1990  by  the  Commission  of  the 
European  Communities  that  lists  four  other  studies 
showing  that  Americans  pay  less  for  their 
medicines  than  the  patients  in  EC  countries. 
(See  Attachment  #1) 

o       The  fact  is,  it  is.  extraordinarily  difficult  to 
compare  international  prices  because  of  currency 
exchange  fluctuations,  different  drug  approval 
times,  different  laws  and  regulations,  different 
dosage  levels,  and  different  market  conditions. 
A  new  drug  introduced  simultaneously  in  eight 
nations  in  1982  at  a  price  of  $1.00  would,  by 
1988,  have  been  sold  at  prices  ranging  from  about 
60  cents  to  about  $1.80  because  of  currency 
fluctuations  alone.     (See  Chart  7) 
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o       A  better  method  of  international  price  comparison 
is  to  compare  the  time  it  takes  for  the  average 
worker  to  buy  a  typical  prescription  drug.     In  the 
U.S.,  it  is  1  hour  and  18  minutes.     In  France  it 
takes  twice  as  long.    The  average  French  worker 
must  labor  2  hours  and  38  minutes  to  earn  the 
price  of  a  typical  prescription  drug. 

U.S.  versus  Canadian  Prices. 

o       Canadian  prescription-drug  prices  vary  from 

province  to  province,  depending  on  many  factors. 
Ontario,  for  example,  will  pay  only  for  the 
cheapest  generic  drugs  for  its  elderly  and 
indigent  residents.    A  similar  approach  for 
Medicaid  was  proposed  by  Senator  Pryor  last 
year  and  soundly  rejected. 

o        Canada  is  the  only  Western  industrialized  nation 
that  links  the  market  exclusivity  of  a  patented 
product  to  its  price.    Adopting  such  a  patent- 
crippling  system  in  the  United  States  would  have 
the  same  effect  in  this  country  as  Canada's 
traditionally  weak  patent  system  has  had  in 
Canada.    It  would  impair  the  U.S.  pharmaceutical 
industry's  innovativeness,  making  it  far  less 
competitive  with  drug  industries  in  other 
industrialized  countries,  such  as  the  United 
Kingdom,  Japan,  Germany  and  Switzerland,  where 
patent  laws  are  strong. 

o        The  staff  report  fails  to  mention  that  Canada  is 
the  major  industrial  country  with  the  weakest 
conditions  for  pharmaceutical  innovations,  having 
contributed  the  least  number  of  new  compounds  in 
recent  years  to  cure  diseases.    Those  who  advocate 
Canada's  system  of  price  controls  and  weak  patent 
protection  invite  a  rapid  decline  in  American 
pharmaceutical  innovation,  with  disastrous 
consequences  for  the  health  of  our  citizens. 

Pharmaceutical  Industry  Profitability. 

o       Investments  in  high-risk  ventures  —  such  as  new 
drug  development,  where  fewer  than  1  in  5,000 
chemicals  or  biologicals  tested  actually  is  ever 
marketed  —  appropriately  require  a  rate  of  return 
considerably  higher  than  could  be  obtained  from 
placing  the  same  money  in  an  average  company. 
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PHARMACEUTICAL  INDUSTRY  MARKETING 

Marketing  Practices  Conform  to  AMA  Guidelines 

o       The  staff  report's  examples  of  "abusive  marketing 
and  promotional  practices"  are  not  reflective  of 
today's  market.     Pharmaceutical  promotional 
practices  conform  to  guidelines  adopted  by  the 
American  Medical  Association's  House  of  Delegates 
on  December  4,  1990,  which  the  PMA  Board  of 
Directors  adopted  two  days  later.     Since  the 
guidelines  forbid  the  practices  cited  in  the 
report,  legislative  remedies  are  unnecessary. 

The  Report  Inaccurately  States  Marketing  Expenditures. 

o        Pharmaceutical  advertising  and  promotion  inform 

physicians  about  the  availability,  mode  of  action, 
side  effects  and  contra-indications  of  new  high- 
technology  products  and  are  an  indispensable  part 
of  the  health-care  system. 

o        The  report  incorrectly  states  that  "the  pharm- 
aceutical industry's  own  data"  show  that 
pharmaceutical  marketing  expenditures  reached 
$10  billion  in  1990,  compared  to  over  $9  billion 
in  R&D  expenditures.     The  report's  marketing 
statistics  came  from  a  Forbes  article  and  were 
not  attributed  to  PMA.     The  author  of  that 
article,  contacted  by  PMA,  cited  as  his  source  a 
"consultant"  who  considers  the . $10-billion  figure 
a  "guesstimate." 

o       Last  year,  the  Senate  Labor  and  Human  Resources 
Committee  estimated  pharmaceutical  marketing 
expenditures  in  1990  were  $5  billion.    PMA  does 
not  have  data  on  this  subject. 

Marketing  Costs  are  Not  Reported  as  R&D  Costs. 

o       The  report  incorrectly  states  that  "many  of  the 

dollars  that  drug  manufacturers  claim  are  spent  on 
research  of  new  pharmaceutical  products  are 
actually  spent  on  marketing  research"  that  is 
"lumped  into  claimed  research  and  development 
expenditures."    In  fact,  PMA's  annual  survey  of 
R&D  expenditures  includes  only  those  expenditures 
that  are  concerned  ultimately  .with  the  utilization 
of  scientific  principles  in  understanding  diseases 
or  improving  health. 
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MarKeUnq  Promotes  competition. 

o       The  report  argues  that  drug  prices  have  risen  as  a 
direct  consequence  of  marketing  and  advertising 
campaigns.    Yet  studies  such  as  Keith  B.  Leffler's 
"Persuasion  or  Information?    The  Economics  of 
Prescription  Drug*  Advertising"  fTha  Journal  of  Law 
and  Economics.  1981)  show  that  promotion  by 
pharmaceutical  companies  enhances  rather  than 
inhibits  competition. 

PHARMACEUTICAL  INDUSTRY  RESEARCH 

Drug  Industry  Breakthrough  Research. 

o       The  report  asserts  that  "few  breakthrough  drugs" 
have  resulted  from  the  drug  industry  pricing 
policies  that  have  sustained  research  and 
development.    This  ignores  dozens  of  "break- 
through" drugs  in  the  past  decade.    These  include 
biotechnology  breakthroughs  such  as  human  growth 
hormone  for  dwarfism,  interferon  alpha  for  AIDS- 
related  Kaposi's  sarcoma,  erythropoietin  for 
dialysis-associated  anemia  and  granulocyte  colony 
stimulating  factor  for  chemotherapy-induced 
neutropenia  (low  white  blood  cell  count) . 
It  flagrantly  ignores  the  many  breakthrough 
"conventional"  drugs  and  vaccines  for  diseases 
such  as  river  blindness,  African  sleeping 
sickness,  malaria,  severe  combined  immuno- 
deficiency disease  (the  so-called  "Bubble  Boy" 
disease) ,  AIDS-associated  cytomegalovirus 
retinitis,  AIDS-associated  crypt ococcal  meningitis 
and  systemic  candidal  infections,  hepatitis  B, 
haemophilus  influenza  type  B,  and  neonatal 
respiratory  distress  syndrome.    And  the  R&D 
pipeline  is  bursting  with  future  breakthroughs. 

o       The  report  shows  little  appreciation  of  the  value 
of  the  second  or  third  products  on  the  market  in  a 
therapeutic  category.    These  products,  though 
perhaps  not  breakthroughs,  often  offer  major 
advances  in  treatment  and  reduction  in  side 
effects.    Examples  include  newer  cephalosporin 
antibiotics  requiring  less  frequent  administration 
and  enabling  home  intravenous  use;  improved  cancer 
Chemother apeut ic  agents  which  eliminate  hospitali- 
sation, and  newer  medications  effective  in  the 
treatment  of  schizophrenia  and  depression. 
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PHARMACEUTICAL  INDUSTRY  TAXES 

Industry's  Ovsrall  Tax  Rata  Exceeds  All-Induatrv  Av.raoi 

o       Ths  staff  report  assarts  that  "drug  companies  pay 
taxes  at  a  level  that  is  lover  than  the  average 
for  U.S.  firms. "    But  a  May  1990  report  by  the 
Government  Accounting  Office  shows  that  for  1987, 
the  last  year  for  which  such  data  are  available, 
ths  pharmaceutical  industry  paid  28  percent  of  its 
gross  income  in  taxes,  slightly  higher  than  the 
i* —  ovran-inaustiry  average  of  27.8  percent  . 

Stction  933  EaMiaiiflPi  insgjt  Tax  suflifc. 

o       The  staff  report  proposes  that  the  possessions  tax 
credit  (Section  936  of  the  Internal  Revenue  Code) 
should  be  reduced  for  any  pharmaceutical  manu- 
facturer that  inflates  its  U.S.  drug  prices  higher 
than  a  certain  percentage  of  the  Consumer  Price 
Index.    Revenue  would  be  channeled  to  a  trust  fund 
to  establish  a  Medicare  Outpatient  Drug  Demonstra- 
tion Project.    The  report  ignores  ths  intent  of 
Congress  in  enacting  Section  936:    to  create  job 
opportunities  and  stimulate  economic  development 
in  U.S.  territories,  particularly  Puerto  Rico. 
Section  936  is  working  extremely  well  in 
accomplishing  the  public  policy  objectives 
established  by  Congress.    Section  936-generated 
employment  now  accounts  for  one- third  of  all 
employment  in  Puerto  Rico. 

o       The  staff  report  asserts  the  Section  936  tax 
credit ' s  contribution  to  the  pharmaceutical 
industry's  assets  was  "20  ti&es  that  of  other 
manufacturing  industries  that  claimed  the  credit, 
and  92  times  that  of  all  corporations  that  claimed 
ths  credit."    Yet  the  pharmaceutical  industry 
accounts  for  less  than  half  of  the  credits  claimed 
by  all  possessions  corporations. 

o       The  staff's  proposal  fails  to  recognize  that 

Section  936  makes  a  vital  contribution  in  support 
of  U.S.  industry  compstitiveness.    The  possessions 
credit  is  the  only  provision  in  the  U.S.  Internal 
Rsvenus  Code  that  is  similar  to  "tax  sparing" 
arrangements  undsr  which  foreign-country 
compstitors  of  ths  U.S.  build  markets  in 
devsloping  countries. 
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o       The  staff  report  states  that  the  Section  936 

credit  is  an  inefficient  and  very  costly  method 
of  promoting  jobs  in  the  pharmaceutical  industry 
in  Puerto  Rico.    In  fact,  U.S.  companies  that 
utilized  Section  936  account  for  over  70  percent 
of  all  manufacturing  employees  in  Puerto  Rico. 

o       Figures  used  in  the  staff  report  on  the  "tax  cost 
per  job  created"  in  Puerto  Rico  under  Section  936 
are  seriously  misleading  and  obsolete.    When  the 
direct  and  indirect  employment  impacts  of  Section 
936  are  considered,  the  actual  average  revenue 
cost  per  job  is  $6,500  —  roughly  what  it  would 
cost  the  Federal  government  to  maintain  an 
unemployed  Puerto  Rican  worker. 

THERE  ARB  BETTER  WATS  TO  LOWER  COST  OF  PROVIDING  HEEDED  MEDICINES 

Policy  options  which  might  actually  help  reduce  the  cost  of 
prescription  drugs  are: 

o       Streajlint  the  djaig  approval  process.    The  average 
cost  of  getting  a  drug  onto  the  U.S.  market  could 
be  cut  substantially  if  clinical  testing  and  FDA 
review  times  were  reduced  to  that  experienced  in 
major  European  countries  such  as  the  United 
Kingdom. 

o       Reduce  patent  piracy.    U.S.  research-based 

pharmaceutical  companies  lose  about  $5  billion  a 
year  to  international  patent  pirates,  who  copy 
their  drugs  without  permission.  Intellectual 
property  protection  must  be  strengthened,  not 
weakened  as  in  Canada,  and  tough  action  taken 
against  patent  pirates. 

o       Cut  product  liability  costs.    The  high  cost  of 
protecting  against  the  possibility  of  high  jury 
awards  in  product  liability  cases  adds  millions  of 
dollars  to  drug  costs.    A  reform  of  the  tort  laws 
is  needed,  including  protection  against  punitive 
damages  for  products  that  have  been  deemed  safe 
and  effective  by  the  Food  and  Drug  Administration. 

CONCLUSION 

The  Senate  Aging  Committee's  staff  is  singling  out  one 
competitive  industry  for  price  controls  and  weakened  patent 
protection.    If  their  recommendations  are  enacted,  it  would 
have  a  damaging  effect  on  both  health  care  and  U.S. 
international  competitiveness. 
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TTInasapap 


National  Association  of  State  Alcohol  and  Drug  Abuse  Directors,  Inc. 

September  25,  1991 


First  Vict  President 
Genuine  Sylvester 
New  Hampshire 

Vice  President  for  Alcohol  Abuse  Issues 
Janet  Zwick 


Vict  President  for  Drug  Abuse  Issues 


Secretary 


Ken  Stark 
Washington 


Regional  Directors 


John  W.  Farrell 


!  Peterson 
Pennsylvania 
William  ).  McSord 

Sooth  Carolina 
Luctille  Fleming 

Ohio 
Bob  Dickson 

S«  Giles 


Andrew  M.  Mecca,  Dr.  P.H. 

California 
Ken  Stark 


Exmtive  Director 
William  Botynski 


Honorable  Edward  M.  Kennedy 
Chairman 

Committee  on  Labor  and 

Human  Resources 
428  Dirksen  Senate  Office  Bldg. 
Washington,  D.C.  20510-6300 

Dear  Senator  Kennedy: 

I  am  writing  to  you  on  behalf  of  the 
National  Association  of  State  Alcohol  and  Drug 
Abuse  Directors,  Inc.  (NASADAD)  because  of  recent 
increases  in  pharmaceutical  prices,  we  would  like 
to  express  our  support  for  your  legislation  to 
provide  relief  to  drug  treatment  programs  and 
other  health  centers  funded  through  the  Public 
Services  Act. 

As  the  prices  of  pharmaceuticals  have 
increased  at  an  alarming  rate,  State  and 
federally  funded  programs  have  been  devastated. 
Programs  have  had  to  cut  back  their  services  to 
the  public  in  order  to  purchase  the  drugs  needed 
for  their  current  patients.  This  essential 
legislation  would  help  those  patients  who  are 
primarily  low-income  and  often  lack  health 
insurance  to  cover  the  costs. 

We  strongly  support  this  amendment  to 
provide  favorable  prices  to  health  centers  and 
other  programs  that  are  covered  under  the  Public 
Services  Act. 

If  the  members  or  staff  of  NASADAD  can  be  of 
any  further  assistance  please  do  not  hesitate  to 
call. 


Sincerely, 

^John  S.  Gustafson 
President 


444  North  Capitol  Street,  N.W.  •Suite 642  •  Washington,  D.C  20001  •  (202)783-6968  •  FAX  (202)  783-2704 
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236  Mass.  Ave.  NE,  Suite  510-  Washington,  DC  20002  .  (202)  544-5478  •  FAX:  544-5712 


October  9,  1991 


Patrick  R  Cowlishaw 
Harlon  L.  Oallon 
Oiana  R.  Gordon 
Meal  J.  HurwiU 
Richard  levenson 
Barbara  A.  Margolis 
Daniel  K  Mayers 
Michael  Mellsner 
Mark  C.  Morril 
Robert  G.  Newman 
June  E  Osborn 
Robert  C.  Penn 
Richard  Pruss 
Allan  Rosenliekt 
Ian  Schrager 
JaneVete2 


Advisory  Board 
Daniel  K  Mayers 

Chairman 
Pelei  Edelman 
James  F,  Fitzpalrick 
Zona  F,  Hosteller 
Robert  H  Kapp 
Peter  B  Kovler 
Peter  Reuler 
Sarah  Rosenbaum 
Louise  Sagalyn 

SUN 

Margaret  K  Brooks. 
Director /President 

Paul  N  Samuels. 
Executive 
Vice  President 

Ellen  M.  Weber 
Legislative  Counsel 

Susan  Galbraith 
Legislative 
Representative 

Edward  J  Davis 

Susan  L  Jacobs 

Anita  R.  Marlon 

Catherine  H  O'Neill 


Paralegals 


Honorable  Edward  M.  Kennedy 
Chairman 

Labor  and  Human  Resources  Committee 
Washington,   D.C.  20510 


Dear  Senator  Kennedy: 

The  undersigned  organizations,  which  represent  individuals  on 
the  front  lines  of  drug  and  alcohol  treatment  and  prevention, 
are  writing  to  express  support  for  the  Public  Health  Clinic 
Affordable  Drug  Act,  S.1729.  This  initiative  would  greatly 
assist  drug  and  alcohol  treatment  programs  that  are  attempting 
to  serve  increasing  numbers  of  drug  and  alcohol  dependent 
persons  on  shrinking  budgets. 

Like  many  other  health  care  providers,  drug  and  alcohol 
treatment  programs  have  faced  soaring  prices  for 
pharmaceuticals  in  the  past  year.  The  most  dramatic  price 
increases  have  been  for  liquid  methadone,  which  doubled  in  one 
year. 

Such  dramatic  price  increases  are  unconscionable  in  the  face 
of  state  and  federal  budget  crises  and  the  growing  demand  for 
drug  and  alcohol  treatment  services.  Programs  funded  under 
the  Public  Health  Services  Act  have  been  cutting  corners  in 
operating  and  administrative  expenses  for  many  years  in  order 
to  provide  services  to  more  individuals.  Pharmaceutical 
companies  should  not  be  permitted  to  threaten  the  viability  of 
programs  and  force  cutbacks  --  particularly  in  the  face  of  the 
AIDS  epidemic  --  in  the  name  of  company  profits. 


S.1729  provides  a  sensible,  fair  solution  to  this  problem.  It 
will  permit  pharmaceutical  companies  to  reap  a  reasonable 
profit  while  ensuring  that  treatment  programs  and  other  public 
health  clinics  can  continue  to  provide  desperately  needed 
services . 


Sincerely, 

Alabama  Alcohol  and  Drug  Abuse  Association 
Arizona  Association  of  Behavioral  Health  Programs 
Florida  Alcohol  and  Drug  Abuse  Association 
Illinois  Alcoholism  and  Drug  Dependence  Association 
Iowa  Substance  Abuse  Program  Directors'  Association 
Massachussetts  Alcoholism  and  Drug  Abuse  Association 
Nevada  Association  of  State  Drug  Abuse  Programs 
New  Jersey  Association  for  the  Prevention  and  Treatment  of 

Substance  Abuse 
New  York  State  Association  of  Substance  Abuse  Programs 
North  Carolina  Association  of  Addiction  Programs 
Association  of  Ohio  Substance  Abuse  Programs 
Drug  and  Alcohol  Service  Providers  Organization 

of  Pennsylvania 
Drug  and  Alcohol  Treatment  Association  of  Rhode  Island 
Tennessee  Alcohol  &  Drug  Association 

Wisconsin  Association  on  Alcohol  and  Other  Drug  Abuse 
Legal  Action  Center 


I 
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Dear  senator: 

As  organizations  concerned  about  the  health  of  women,  children  and  infants, 
especially  those  who  are  poor  and  uninsured,  we  are  writing  in  support  of  sn 
amendment  that  will  be  offered  by  Senator  Kennedy  to  the  appropriations  bill 
for  the  Department b  of  Labor,  Health  and  Human  Services  and  Education. 

Last  year,  Congress  enacted  a  program  that  will  save  the  Medicaid  program  over 
$3.4  billion  over  five  years  in  prescription  drug  coats  for  both  the  state  and 
federal  governments.    The  Kennedy  amendment  would  give  clinics  funded  under 
the  Public  Health  Service  Act  —  including  community  and  migrant  health 
centers/  family  planning  clinics,  drug  treatment  centers,  homeless  health  care 
centers  and  clinics  funded  through  the  Ryan  White  AIDS  program  —  that  serve 
large  numbers  of  low-income  women  and  children  access  to  reduced  drug  prices. 

Further,  the  Kennedy  amendment  will  prevent  drug  manufacturers  from  attempting 
to  make  up  for  the  discounts  they  have  to  give  the  Medicaid  program  by 
increasing  prioes  to  these  clinics.    While  the  clinics'  share  of  the 
pharmaceutical  marketplace  is  less  than  three-tenths  of  one  percent,  the 
pharmaceutical  industry  has  not  been  reluctant  to  significantly  increase  their 
prices.    Clinics  funded  through  the  Public  Health  service  Act  serve  primarily 
low- income  patients,  themselves  operate  on  limited  budgets  and  are  unable  to 
absorb  the  sharp  increases  in  drug  prices  that  have  been  imposed  over  the  past 
year?  because  their  patients  are  overwhelmingly  low- income  and  often  lack 
health  insurance,  they  are  unable  to  pass  significant  cost  increases  on  to 
others. 

For  example,  the  Texas  Association  of  Community  Health  Centers  has  seen  an 
increase  in  pricing  from  28%  to  350%  for  various  pharmaceuticals.  The 
Association  estimates  that  if  it  had  to  provide  its  highest-use  insulin  at  the 
price  most  recently  quoted  by  pharmaceutical  companies  for  1992,  it  would 
incur  an  additional  $153,342  in  expenses,    since  its  average  cost  per 
encounter  is  $33.57,  this  additional  expense  translates  to  4,567  patients  who 
would  go  unserved.    Health  centers  all  over  the  country  —  moat  of  whom 
participate  in  local  pharmaceutical  purchasing  systems  —  report  similar 
occurrences.    The  director  of  reproductive  health  for  the  Mississippi 
Department  of  Health  estimates  that  the  price  hikes  will  cost  her  program  an 
additional  nearly  $250,000  for  oral  contraceptives  alone  this  year,  clearly, 
these  increases  pose  a  serious  threat  to  many  providers  of  vital  health  care 
services. 

We  urge  you  to  support  legislation  to  grant  the  much-needed  relief  to  these 
providers  of  important  care  to  women,  infants  and  children  that  would  be 
offered  by  the  Kennedy  amendment. 

Sincerely, 


American  College  of  obstetricians  and  Gynecologists 
American  Nurses'  Association 
American  Public  Health  Association 
Children's  Defense  Fund 

Rational  Association  of  Community  Health  Centers 
The  Alan  Guttmacher  Institute 
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National  Family  Planning  &  Reproductive  Health  Association 


July  26,  1991 


The  Honorable  Edward  M.  Kennedy 
Chairman 

Labor  and  Human  Resources 
U.S.  Senate 

Washington  D.C.  20510 
Dear  Senator  Kennedy: 

The  National  Family  Planning  and  Reproductive  Health  Association  supports  your 
amendment  to  the  FY  92  Labor,  Health  and  Human  Services  and  Education 
Appropriations  bill.  As  the  organization  of  the  Title  X  family  planning  providers,  we 
see  the  need  to  extend  OBRA  90's  Medicaid  rebate  legislation  to  include  Public  Health 
Service  Act  providers  for  they  serve  the  same  population.  These  providers  are  family 
planning  clinics,  community  and  migrant  health  centers,  homeless  programs,  black 
lung  clinics,  mental  health  clinics,  and  Ryan  White  Act  clinics.  Extending  the  prices 
and  rebates  for  Medicaid  to  these  specified  providers  of  care  to  low-income  uninsured 
people  is  entirely  consistent  with  the  intent  of  the  OBRA  90  legislation. 

Without  the  Kennedy  amendment,  the  family  planning  clinics  face  exorbitant  price 
increases  from  drug  companies.  This  year  contraceptive  prices  soared.  In  Colorado, 
the  price  of  the  oral  contraceptive  for  breastfeeding  women  more  than  doubled.  In 
Louisiana,  the  price  of  the  standard  oral  contraceptive  tripled.  These  examples  are 
not  unusual.  All  this  to  clinics  who  by  law  cannot  pass  the  prices  onto  their  patients. 
The  clinics  can  only  absorb  the  costs  by  cutting  down  on  the  number  of  patients 
served. 

NFPRHA  is  a  non-profit  membership  organization  established  to  improve  and  expand 
the  delivery  of  voluntary  family  planning  and  reproductive  health  care  services 
throughout  the  United  States.  As  the  only  national  organization  representing  the 
entire  family  planning  community,  NFPRHA5 8  members  comprise  almost  all  grantees 
funded  by  the  Department  of  Health  and  Human  Services  under  Title  X  of  the 
National  Public  Health  Service  Act.  These  grantees  serve  nearly  five  million  low- 
income  women  and  adolescents  yearly. 

We  support  the  Kennedy  amendment  as  legislation  which  would  grant  relief  to  these 
providers  of  preventive  health  care  to  low-income  women  and  their  families. 


Sincerely, 


Executive  Director 


122  C  Street.  NW     Suite  380     Washington.  DC  20001-2109     202.628.3535     FAX  202.737.2690 
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National  Anociation  of 
Community  Health  Centers,  Inc. 


July  30,  1991 


The  Honorable  Edward  ML  Kennedy 
United  States  Senate 
SR-31S  Russell  Senate  Office  Building 
Washington,  DC  20510 

Dear  Senator  Kennedy: 

On  behalf  of  community  and  migrant  health  centers,  we  wholeheartedly  support  your 
amendment  to  the  FY  92  Labor/Health  and  Human  Services  Appropriations  bill  which  would 
provide  relief  to  health  centers  and  other  programs  funded  through  the  Public  Health  Service 
Act  from  recent  significant  increases  in  pharmaceutical  prices. 

Clinics  funded  under  the  Public  Health  Service  Act  primarily  serve  low-income  and 
medically  uninsured  persons  but  were  overlooked  in  the  important  Medicaid  drug  discount 
legislation  that  was  passed  in  OBRA  90.  These  clinics  include  community  and  migrant  health 
centers,  black  lung  clinics,  family  planning  clinics,  homeless  health  programs,  and  others. 

There  is  mounting  evidence  that  since  the  enactment  of  OBRA,  clinics  supported  by 
PHS  Act  are  experiencing  significant  price  increases  for  essential  pharmaceuticals.  For 
example,  the  Texas  Association  of  Community  Health  Centers  reports  an  increase  in  pricing 
from  28%  to  350%  for  various  pharmaceuticals.  The  Association  estimates  that  if  they  had  to 
provide  their  highest  use  insulin  at  the  price  most  recently  quoted  by  pharmaceutical  companies 
for  1992,  it  would  translate  to  4,567  fewer  patients  served. 

Furthermore,  some  centers  find  that  they  are  now  unable  to  renegotiate  favorable 
discount  drug  price  agreements  that  they  once  had  achieved  because  the  pharmaceutical 
companies  contend  that  these  discounted  arrangements  for  health  centers,  may  become  the 
lowest  "best  price"  and  therefore  would  have  to  be  available  for  all  of  Medicaid  -  even  though 
health  centers  are  only  a  tiny  percentage  of  the  overall  pharmaceutical  marketplace. 

We  wholeheartedly  endorse  this  amendment  to  enable  federally  funded  health  centers 
and  other  PHS  Act  programs  serving  the  disadvantaged  to  achieve  favorable  prices  for 
pharmaceuticals.  Without  such  legislation,  centers  will  become  unintended  victims  of  cost- 
shifting  and  actually  expend  a  greater  portion  of  their  federal  grant  dollars  for 
pharmaceuticals  rather  than  for  providing  care  to  patients.  We  thank  you  for  your  support  on 
this  issue. 


Sincerely, 


President 


1330  New  Hampshire  Avenue,  N.W.      Washington,  D.C.  20036     (202)659-8008     FAX  (202)  659-8519 
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NEW  YORK  STATE 
OFFICE  OF  MENTAL  HEALTH 


44  Holland  Avenue,  Albany,  New  York  12229 


RICHARD  C.  SURLES.  Ph.D.,  Commissioner 


CUNICAL  SUPPORT  DIVISION 
RUSSELL  P.  MASSARO.  M.Q 
Deputy  Commissioner  (Acting) 


October  11,  1991 


Senator  Edward  M.  Kennedy 
Chair 

Committee  on  Labor  and  Human  Resources 
428  Olrkson  Senate  Office  Building 
Washington,  D.C.  20510 

Dear  Senator  Kennedy: 

Roy  Praschil  of  the  National  Association  of  State  Mental  Health  Program 
Directors  advised  me  that  you  were  soliciting  information  on  the  effects  to 
mental  health  programs  and  drug  purchasing  as  a  result  of  the  Medicaid  Drug 
Rebate  Agreement. 

The  New  York  State  Office  of  Mental  Health  is  the  licensing  and  regulatory 
authority  of  all  mental  health  programs  in  the  State.  In  addition  OMH  operates 
33  inpatient  psychiatric  facilities  for  adults,  children  and  forensic  patients. 
Facility-based  pharmacies  purchase  and  distribute  prescription  and  non- 
prescription drug  products  to  residents  of  the  facility.  As  a  result  of 
increased  development  of  community-based  programs  the  inpatient  census  has  been 
steadily  dropping  for  many  years. 

Until  1990  drug  product  costs  had  also  been  going  down  slowly,  even  though 
new  drugs  were  being  used  and  the  pharmaceutical  price  index  goes  up  annually  10% 
or  more.  Our  1990  fiscal  year  ended  March  31,  1991  and  for  the  first  time  in 
over  four  years  drug  product  costs  also  went  up  by  23%.  A  large  portion  of  this 
increase  was  due  to  one  new  drug,  clozapine,  however  after  discounting  the 
clozapine  factor  we  still  had  an  8%  increase.  This  increase  was  unexpected  since 
our  last  year's  census  drop  was  11%.  I  attribute  a  significant  portion  of  this 
increase  to  0BRA  90. 

Our  1991  drug  costs  will  be  even  higher  due  to  price  increases  by  the 
manufacturers  and  an  unwillingness  on  the  part  of  many  manufacturers  to  commit 
to  an  annual  contract  price.  Our  1991  psychotropic  drug  contract  represents  376 
unique  drug  products  or  line  Hems.  Our  State  drug  contracting  agency  was  only 
able  to  award  172  line  item  contracts  due  to  no  bid  or  unacceptable  bid  prices. 

In  the  face  of  limited  Federal  and  State  resources  we  can  111  afford  to 
spend  more  on  routine  drug  purchases.  Spending  more  for  medication  requires 
cutbacks  in  other  discretionary  purchases,  services  or  staff.  State  governmental 
contracting  and  purchasing  entities  need  to  be  exempted  from  the  'best  price" 
provision  of  the  law  as  was  the  VA  purchasing  system. 


Sincerely, 


Kurt  A.  Patton 
Director 

Bureau  of  Health  Services 


National  Council  of 
Community  Mental 
Health  Centers 


OiariesG  Ray 
Board  of  Directors 

1991-92 
President 

David  L  Nimmo.  JD 
President -Elect 

H  Stanley  Eicnenauer.  ACS* 
Secretary-Treasurer 

8  R  Pete  Kermemer.  MPH 
Immediate  Past  President 

Steven  J  Solomon.  PhD 


Norm  van  Klompenoag  ACSW 


July  29,  1991 

Senator  Edward  M.  Kennedy 
527  Hart  Senate  Office  Bldg 
Washington,  DC  20510 

Dear  Senator  Kennedy: 

The  National  Council  of  Community  Mental  Health  Centers  is  deeply  committed  to 
the  provision  of  quality  mental  health  services  to  people  who  are  poor  and  uninsured. 
Providers  of  mental  health  services  fully  support  the  "Drug  Price  Relief  amendment 
that  you  will  offer  to  the  FY*92  appropriations  bill  for  the  Departments  of  Labor, 
Health  and  Human  Services,  and  Education.  This  amendment  would  extend  drug 
price  discounts  already  available  in  the  Medicaid  program  to  drug  purchases  made  by 
health  and  mental  health  service  providers  who  are  funded  under  the  Public  Health 
Service  Act  These  providers  include  Community  Mental  Health  Centers,  drug  and 
alcohol  abuse  treatment  programs,  family  planning  clinics,  clinics  that  treat  black  lung 
disease,  Community  and  Migrant  Health  Centers  and  clinics  funded  under  the  Ryan 
White  CARE  (AIDS)  and  McKinney  (homeless)  programs. 

Community  mental  health  agencies,  like  other  Public  Health  Service  Act  clinics, 
primarily  serve  low-income  persons,  many  of  whom  are  uninsured.  A  1991  survey  of 
members  of  the  National  Council  of  Community  Mental  Health  Centers  showed  that 
the  average  agency  receives  71%  of  its  funding  from  public  sources.  Private  health 
insurance  payments  make  up  only  7%  of  the  average  agency  budget,  and  fee-for- 
service  payments  also  contribute  only  7%  of  budget  revenues.  What  these  statistics 
illustrate  is  a  service  system  in  which  the  majority  of  clients  are  poor  and  completely 
uninsured.  Failure  to  extend  these  drug  discounts  to  community  mental  health 
providers  would  deny  drug  discounts  that  they  desperately  need  and  in  many  cases 
lead  to  drug  price  increases  as  pharmaceutical  companies  make  up  for  losses  of 
revenue  from  the  Medicaid  program  by  shifting  the  cost  to  drugs  purchased  by 
community  mental  health  and  other  publically  funded  health  care  providers. 

The  National  Council  is  pleased  that  you  have  shown  leadership  on  this  important 
problem  confronting  community  mental  health  service  provision  and  looks  forward  to 
supporting  your  efforts. 


Sincerely  yours, 

David  L.  Nimmo, 
President 


DLN/JF/bs 

National  Office:  1 2300  Twinbrook  Parkway.  Suite  320  Rockville.  Maryland  20852  30 1  -984-6200 
Capitol  Hill  Office:  444  N.Capitol  St.  N.W.,  Suite  401     Washington,  D.C.  20001  202-624-5835 
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National  Council  of 
Community  Mental 
Hearth  Centers 

October  17,  1991 


H  Slanley  Eichenauei.  ACSW 
Secttaiy-Treasurer 


Senator  Edward  M.  Kennedy,  Chairman 
Committee  on  Labor  and  Human  Resources 
527  Hart  SOB 
Washington,  DC  20510 


David  A  Ulunna.  MSW 


Dear  Senator: 


Samuel  lazanjs 
Michael  Kaufman.  MS 
RegoiBl 

RKhaia  W  Caidcx.  JD 
Donald  A  McMutiay.  PhD 


At  the  request  of  your  staff,  I  am  forwarding  an  accounting  of  the  incidents 
of  rapidly  escalating  prescription  drug  prices  that  community  mental  health 
centers  have  brought  to  my  attention  within  the  past  several  months.  I  will 
arrange  the  cases  by  state  although  in  a  number  of  cases  I  have  not  verified 
that  the  price  increase  cited  is  being  charged  to  CMHC  from  throughout  the 
state. 


Arkansas: 

One  large  CMHC  reports  that  the  price  of  Prolixin,  manufactured  by  Squibb, 
increased  from  $37.00  per  vial  to  $75.64/vial. 

Florida: 

The  Florida  statewide  association  of  CMHCs  reported  to  the  National  Council 
that  they  have  anecdotal  data  on  extremely  large  drug  price  increases  for  a 
narrow  range  of  injectable  drugs  purchased  directly  by  CMHCs. 

New  Jersey: 

One  CMHC  reports  that  Prolixin  available  through  Squibb  recently  rose  in 
price  from  $30.00  per  vial  to  $74.05. 

Ohio: 

A  CMHC  reports  that  one  particular  drug  had  become  so  expensive  under  its 
volume  discount  price  available  through  the  drug  wholesaler  that  the  retail 
price  charged  for  the  same  drug  in  a  nearby  retail  chain  pharmacy  was 
significantly  lower. 


National  Oftce:  12300  Twinbroofc  Parkway,  Suite  320  Rockville.  Maiyland  20852  301-984-6200 
Capitol  HiflOBce:  444  N.Capitol  St.  N.W..  Suite  401    Washington.  DC  20001  202-624-5835 
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To:  Senator  Edward  Kennedy 
October  17,  1991 


Oklahoma: 

CMHCs  across  the  state  of  Oklahoma  report  extraordinary  drug  price  increases  including: 
Haldol  Doconoate,  50mg,  5ml  was  $24.91  now  $122.49;  Pamelar,  75mg  Rx  of  60  was  $86.40 
now  $103.54;  Perphenazine,  4mg  Rx  of  60  was  $12.60  now  $80.00. 

Rhode  Island: 

CMHCs  report  the  price  of  Prolixin  from  Squibb  rose  enormously  for  all  the  CMHCs  in  the 
State. 

A  number  of  respondents  report  that  CMHCs  do  not  bear  the  direct  costs  of  the  drugs  they 
purchase,  in  many  cases,  drugs  are  reimbursed  by  state  programs  or  purchased  through 
statewide  group  purchase  arrangements  for  providers  serving  a  high  volume  of  underserved 
persons.  Other  National  Council  members  have  counseled  that  statewide  drug  purchasing 
for  CMHCs  removes  these  providers  from  direct  knowledge  of  drug  prices  and  their  impact. 
Most  of  these  respondents  expect  CMHCs  to  become  more  knowledgeable  of  price  increases 
and  to  experience  significant  problems  in  the  maintaining  current  service  levels  in  the 
immediate  future. 

Sincerely  yours, 


James  K.  Finley 
Director  of  Government  Relations 


JKF/bs 


wckhocUtr 
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South  Carolina 
Department  of 
Mental  Health 


CammiMioiMi^oae* 

2414  Bull  Street/P.O.  Box  485 
Columbia.  SC  29202 
(803)  734-7780 
Information:  (803)  734-7766 


J.  ■wflocquq,  MiJ». 

State  Commissioner 


October  28,  1991 


Ms.  Heather  Sabrie 

c/o  The  Honorable  Edward  M.  Kennedy 
428  Dirksen  Senate  Office  Building 
Washington,  D.C.  20510 

RE:     Request  to  Reprint  Information 

Dear  Ms.  Sabrie: 

Your  request  for  information  concerning  the  price  increases  in 
the  pharmaceutical  contract  for  the  South  Carolina  Department  of 
Mental  Health  has  been  forwarded  to  my  office.     It  is  my 
understanding  you  are  requesting  permission  to  reprint  the 
information  into  the  Congressional  Records  that  was  compiled  by 
Ms.  Patty  D.  Hedges,  Procurement  Officer.     The  information  was 
compiled  from  the  records  contained  in  the  procurement  office  of 
the  Department  of  Mental  Health. 

The  South  Carolina  Department  of  Mental  Health  has  no  objection 
to  the  information  attached  being  reprinted  and  placed  in  the 
Congressional  Records.     If  you  require  further  information  or  if 
we  can  be  of  assistance,  please  contact  me  at  (803)  734-7771. 


JDB : cmb  » 
Enclosure 

cc:     Mr.  Thomas  W.  DeLoach,  Director  of  Procurement 


'John  D.  Bourne,  CPA,  Deputy  Commissioner 
Division  of  Financial  Services 


John    Union,  ttc^  Oxxteston 
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PRICE  INCREASES   IN  PHARMACEUTICAL  CONTRACT 


PROLIXIN 
Injectable 


9  1 


92 


INCREASE 


Prolixin  Decanoate  5  dose  10.43 
Prolixin  2.5mg/ml  lOccviai  19.65 
Liouid 


55.73 
41.90 


444% 

113% 


Prolixin  Cone. 
Orals 

Prolixin     1  mg 
2 .  5mg 
5  mg 
10  mg 


9.85 


24.64/C 
27. 16 /CUD 


33.42/C 
35.95/CUD 


8.27/C 
57.25/D 


57.00/C 
54.53/CUD 


83.12 


31.94/C 
70. 3 8 /CUD 

45.39/C 
99.56/CUD 

58.42/C 
281.56/D 

75.03/C 
157.64/CUD 


744% 


30% 
160% 


36% 
177% 


606% 
392% 


33% 
160% 


NAVANE 
Injectable 

Navane  5mg  lOcc  vials 
Licuid 

Navane  concentrate  5mg/5ml 
Orals 

Navane     1  mg 
2  mg 

5  mg 
10  mg 

20  mg 


16.54 


11.08/402 


5.18/C 
12.79/CUD 

6.51/C 
49.95/M 
15 . 80/CUD 

7.92/C 
23.20/CUD 

14.92/C 

12S.37/M 

31.16/CUD 

31.88/C 

153.47/D 

49.92/CUD 


25.21 


53.40/4OZ 


24.83/C 
28.55/CUD 

33.47/C 

297.82/M 

38.45/CUD 

52.33/C 
60.19/CUD 

72.14/C 

672.14/M 

79.34/CUD 

101.23/C 
425.35/D 
111.30/CUD 


52% 


382% 


379% 
123% 

414% 
496% 
143% 

561% 
159% 

384% 
430% 
155% 

218% 
177% 
123% 
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The  committee  stands  in  recess.  Thank  you. 
[Whereupon,  at  11:56  a.m.,  the  committee  was  adjourned.] 
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